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Dat e: 28- SEP-2001
1. GCeneral Information ID: 99-97-8

1.0.1 CECD and Conpany I nfornmation

Type: | ead organisation

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

21- AUG 2001

Type: cooperati ng conpany
Nane: Al bemar | e Corpoiration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

21- AUG 2001

Type: cooperating conpany
Nane: Buf fal o Col or Corporation
Country: United States

21- AUG 2001

Type: cooperati ng conpany
Nare: ChenFirst, Inc.
Country: United States

21- AUG 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance |Information

1.1.0 Details on Tenpl ate
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Dat e: 28- SEP-2001
CGeneral Information ID: 99-97-8

.1.1 Spectra

.2 Synonyns

.3 Inmpurities

.4 Additives

.5 Quantity

.6.1 Labelling

.6.2 Cdassification

.7 Use Pattern

. 7.1 Technol ogy Production/Use

.8 Cccupational Exposure Limt Val ues

.9 Source of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10. 2 Enmergency Measures

.11 Packagi ng
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CGeneral Information

Dat e: 28- SEP-2001
D 99-97-8

.12

.13

.14,

.14,

.14,

.15

.16

.17

.18

Possi b. of Rendering Subst.

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews

Har nl ess

Listings e.g. Chemical Inventories
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Dat e: 28- SEP-2001

2. Physico-chem cal Data ID: 99-97-8

2.1 Melting Point

Val ue:
Deconposi tion:
Subl i mati on:
Met hod:

Year :

GP:

Test subst ance:
Resul t:

Reliability:
Fl ag:
21- AUG 2001

2.2 Boiling Point

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Val ue:
Met hod:
GaP:
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001
2.3 Density
Type:
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

-6.6 degree C

no

no

other: (calculated) MBPWN v 1.30

1999

no

other TS: nol ecul ar structure

Melting Point: -10.56 deg C (Adapted Joback Method)

Mel ting Point: -2.61 deg C (&old and Ogl e Met hod)
Mean Melt Pt : -6.59 deg C (Joback; ol d, gl e Met hods)
Sel ected MP: -6.59 deg C (Mean Val ue)

(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(1)

211 degree C at 1013 hPa

no

ot her:

no data

other TS: N N, 4-trinmethyl-benzenan ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(2)

190. 2 degree C

other: MPBPWN (v1.31)

no

other TS: nol ecul ar structure
Adapted Stein and Brown Met hod
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(1)

density

. 9366 g/cnB at 20 degree C

ot her

no data

other TS: N N, 4-trinmethyl-benzenan ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(2)
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
D 99-97-8

2.3.1 Ganul onetry

2.4 Vapour Pressure

Val ue:
Met hod:

GP:
Test subst ance:
Resul t:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

.78 hPa at 25 degree C
ot her (calculated): MPBPWN (v1.31)
no
other TS: nol ecul ar structure
Vapor Pressure Estimations (25 deg O):
(Using BP: 190.18 deg C (estimted))
(MP not used for |iquids)
VP: 0.639 nm Hg (Antoi ne Met hod)
VP:  0.535 mmHg (Mbdified Gain Mthod)
VP: 0.85 mm Hg (Mackay Met hod)

Selected VP: 0.587 mm Hg (Mean of Antoine & G ain nethods)
(2) wvalid with restrictions

Accept ed cal cul ati on net hod

Critical study for SIDS endpoi nt

(1)

1.33 hPa at 50 degree C

ot her (neasured)

no data

other TS: N N, 4-trinmethyl-benzenanm ne; purity not noted
(2) wvalid with restrictions

Data from Handbook or collection of data

Critical study for SIDS endpoi nt

(3)

2.5 Partition Coefficient

| og Pow.
Met hod:
Year :
GaP:

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

2.81 at 25 degree C
ot her (neasured)

no data

other TS: N, N-dinethyl-p-toluidine; purity not noted

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

(4) (3)
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(1)

(8)

Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 99-97-8
| og Pow. 2.718
Met hod: ot her (cal cul ated): KOMVYN Program (v1.65)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001
| og Pow. 2.61
Met hod:
Year :
Test subst ance: other TS: N, N-dinethyl-p-toluidine; purity not noted
Remar k: Tenperature: anbient
Met hod of equlibration: Shake-fl ask
Anal yti cal nethod: absorption spectrophotonetry
Aqueous phase: buffered solution of pH >7.0
Phase anal yzed: aqueous
19- JUN- 2001 (6) (7)
2.6.1 Water Solubility
Val ue: 455 ng/ |
Qualitative: noderately sol ubl e (100-1000 ng/ L)
Met hod: ot her
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001
Val ue: 349.1 ng/l at 25 degree C
Qualitative: noderately sol ubl e (100-1000 ng/L)
Met hod: other: (cal cul ated) WBKOW (v1. 36)
Year : 1999
GLP: no
Test subst ance: other TS: nol ecul ar structure
Remar k: Log Kow (estinated) 2.72
Log Kow (experinental): 2.81
Cas No: 000099-97-8
Nane Benzenam ne, N, N, 4-trinethyl -
Ref er Sangster 1993
Log Kow used by Water solubility estimates: 2.81
Equation Used to Make Water Sol estinate:
Log S (nol/L) = 0.796 - 0.854 | og Kow - 0.00728 MV
Log Water Solubility (in noles/L) : -2.588
Water Solubility at 25 deg C (ng/L): 349.1
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001

- 6/21 -
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Dat e: 28- SEP-2001
Physi co- chemi cal Data ID: 99-97-8

.6.2 Surface Tension

.7 Flash Poi nt

.8 Auto Flammability

.9 Flammability

.10 Expl osi ve Properties

.11 Oxidizing Properties

.12 Additional Renarks

- 7121 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensiti zer: H

Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: .0000000002026656 cnB/(nol ecul e * sec)

Degr adat i on: 50 % after .6 hour(s)
Met hod: ot her (cal cul ated): AOCP Programvl. 89

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

3.1.2 Stability in Water

Type: abiotic
Met hod:
Year : GLP:
Test substance:
Remar k: Hydrowi n v1. 67 cannot estimate a hydrolysis rate constant for
this structure.
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (1)

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnents

Type: fugacity nodel level 111

Medi a: other: air - biota - sedinent(s) - soil - water

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: EPIWN Level 111 Fugacity Mdel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 156 1.27 1000 4. 44e-012
\Wat er 26. 8 900 1000 1. 48e- 009
Soi | 72.7 900 1000 6. 68e- 009
Sedi ment 0. 329 3. 6e+003 0 1. 23e- 009
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Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

Persi stence Tine: 525 hr
Reaction Ti me: 617 hr
Advection Tine: 3.52e+003 hr
Percent Reacted: 85.1
Percent Advected: 14.9

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c
| nocul um
Met hod: other: BIONN (v3.67) Program
Year: 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Resul t: Li near Mbdel Prediction : Bi odegrades Fast

Non- Li near Model Prediction: Does Not Bi odegrade Fast
U timate Bi odegradation Tinefrane: Weks-Mnths
Primary Biodegradation Tinefrane: Days-Weks
Fl ag: Critical study for SIDS endpoi nt
17- APR- 2001 (1)

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;
103-69-5; 102-27-2; 91-66-7.

3.6 BOD5, COD or BOD5/COD Ratio

3.7 Bioaccunul ation
Speci es: ot her

Exposure period:
Concentrati on:

BCF: 29. 09
El i m nati on:
Met hod: ot her: BCF Program (v2.13)
Year : G.P: no
Test subst ance: other TS: nol ecul ar structure
Remar k: Log Kow (estimated) : 2.72

Log Kow (experinental): 2.81

Log Kow used by BCF estimates: 2.81
Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

- 9/21 -



Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 99-97-8

Estimated Log BCF = 1.464 (BCF = 29.09)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001 (1)

3.8 Additional Remarks
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type: fl ow t hrough
Speci es: Pi nephal es pronelas (Fish, fresh water)
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
LC50: 52
EC50 : 52
Met hod: EPA OPP 72-1
Year : 1980 G.P: no data

Test subst ance:

Met hod:

Remar k

Test condition:

other TS: N, N-di net hyl - p-tol ui di ne purchased from A drich
Chemical Co., MIlwaukee, W; purity = 99%

pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaOH or HCL. Conpound anal yses were done by G.C. al
exposure chanbers at 0, 24, 48,72, and 96 hr

Fat head m nnows used in this experinment were 35 days old and
were cultured at US EPA Environnental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior canpus.

20 fish/concentrati on and control. Behavi or and toxic signs
were noted at 4, 24,48,72 and 96 hours.

Affected fish | ost schooling behavior and swam near the tank
surface. They were hypoactive and under-reactive to externa
stimuli, and had increased respiration. Equilibriumloss was
not observed prior to death. Alkalinity values increased with
t he exposure concentrations, due to a reaction between the
titrant and the toxicant.

tenperature = 25.7 degree C (+/-0.38);

di ssol ved oxygen = 6.8 ng/l; pH =7.57;

hardness = 38.9 ng/l CaC3; tank volume =1 liter

actual concentrations 11.1, 17.9, 26.2, 41.6, 65.1 ng/l.

Reliability: (1) wvalid without restriction
Qui del i ne st udy
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (9)
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4. Ecotoxicity

Dat e: 28- SEP-2001
D 99-97-8

Type:
Speci es:

Exposure period:

Unit:
LC50:
EC50 :
Met hod:
Year :
Test subst ance:

Met hod:

Remar k

Test condition:

Reliability:

Fl ag:
24- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

flow t hrough

Pi nephal es pronel as
96 hour (s)

ng/ |

46

41.5

EPA OPP 72-1

1980 GLP: no data

other TS: N, N-di net hyl - p-tol ui di ne purchased from Al drich
Chemical Co., MIlwaukee, W; purity = 99%

pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaOH or HCL. Conpound anal yses were done by G.C. al
exposure chanbers at 0, 24, 48,72, and 96 hr

(Fish, fresh water)

Anal ytical nonitoring: yes

Fat head m nnows used in this experinment were 32 days old and
were cultured at US EPA Environnental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior canpus.

20 fish/concentrati on and control. Behavi or and toxic signs
were noted at 4, 24,48,72 and 96 hours.
Affected fish | ost schooling behavior and swam near the tank
surface. They were hypoactive and under-reactive to externa
stimuli, and had increased respiration. Initial dissolved
oxygen val ues were | ess than 60% of saturation. Equilibrium
| o0ss was not observed prior to death. The nmeasured tank
val ues were less than the nominal values. Alkalinity val ues
increased with the exposure concentrations due to a reaction
between the titrant and the toxicant.
tenperature = 24.9 degree C (+/-0.32);
di ssol ved oxygen = 5.0 ng/l; pH = 7.39;
hardness = 40.3 ng/l CaC33; tank volume =1 liter
actual concentrations 11.8, 19.4, 30.9, 49.1, 71.3 nu/l.
(1) wvalid without restriction
Qui del i ne st udy
Critical study for SIDS endpoi nt

(10)

flow t hrough

Pi nephal es pronelas (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: yes

52.8

other: American Society for Testing and Materials, 1980.
Standard practice for conducting acute toxicity tests with
fishes, macroinvertebrates, and anphi bians. Annual Book of
ASTM St andards. Phi | adel phia, PA, E729-80.

1980 G.P: no

other TS: N, N-Di net hyl -p-tol uidine (99-97-8) , purchased from
Al drich Chem cal Conpany; chemnical was of high purity
(1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt
(11)
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8

Type: static

Speci es: Oryzias latipes (Fish, fresh water)

Exposure period: 48 hour(s)

Unit: ng/ | Anal yti cal nonitoring: no

LC50: 20

Met hod: ot her: Japanese Industrial Standards Committee: "Testing

Met hods for Industrial Wastewater”, JIS KO0102, Japanese

I ndustrial Standards Comrittee, p. 154 (1971)

Year : 1971 GLP:
Test substance: other TS: N, N-Di net hyl - p-tol ui di ne (99-97-8)
gi ven
Reliability: (1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
14- AUG 2000
Type: ot her: cal cul ation
Speci es: ot her
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring:
LC50: 21.097
Met hod: ot her: (cal cul ated) ECOSAR v0. 99d
Year : 1999 GLP:
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod
17- APR- 2001

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal yti cal nonitoring:
EC50: 23.758
Met hod: ot her: (cal cul ated) ECOSAR v0. 99e

Year : 1999 GLP:
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001

- 13/ 21 -
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purity: . not
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(1)
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 99-97-8
4.3 Toxicity to Aquatic Plants e.g. Al gae
Speci es: ot her al gae: green al gae
Endpoi nt : gromh rate
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 15. 481
Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001

4.4 Toxicity to Mcroorgani sns e.g. Bacteria

4.5 Chronic Toxicity to Aquatic Organi sms

4.5.1 Chronic Toxicity to Fish

4.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks

- 14/ 21 -
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Dat e: 28- SEP-2001

5. Toxicity ID: 99-97-8
5.1 Acute Toxicity
5.1.1 Acute Oral Toxicity
Type: LD50
Speci es: r at
Strain: Spr ague- Dawl ey
Sex: mal e/ fenal e
Nurber of

Ani mal s: 10
Vehi cl e: ot her: neat
Val ue: 1650 ny/ kg bw
Met hod: CECD Guide-line 401 "Acute Oal Toxicity"

Year: 1987 GLP: yes
Test substance: other TS: N, N-dinethyl-p-toluidine; purity = 99%
Remar k: No analysis of test material available; only nethod

Reliability:
Fl ag:
21- AUG 2001

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001

deviation - a constant dose volune was not used.
(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

LC50

r at

Spr ague- Dawl ey

mal e/ f emal e

10

ot her: neat

4 hour ()

1.4 ng/l

ot her: TSCA 40CFR 798. 1150, July 1, 1991

1991 GLP: yes

other TS: N, N-dinethyl-p-toluidine;, purity = 99%

Subnm tted as TSCA substanti al

test material

(1) wvalid wt
GLP gui del i ne
Critical study

ri sk notice
avai |l abl e; specification given
hout restriction

st udy

for SIDS endpoi nt

- 15/ 21 -
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5. Toxicity

Dat e: 28- SEP-2001

D 99-97-8

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :
Test subst ance:
Renar k:

Reliability:
Fl ag:
21- AUG 2001

5.1.4 Acute Toxici

5.2 Corrosiveness

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f enmal e

10

ot her: neat

> 2000 ny/ kg bw

CECD Gui de-line 402 "Acute dermal Toxicity"
1987 GLP: yes

other TS: N, N-dinethyl-p-toluidine;, purity = 99%
No analysis of test material avail able; product
speci fication given.

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

ty, other Routes

and Irritation

5.2.1 Skin Irritation

5.2.2 Eye Irritati

5.3 Sensitization

5.4 Repeated Dose

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7,

on

Toxicity

91- 66-7.

- 16/ 21 -
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5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i c
activation:

Resul t:
Met hod:

Year :
Test subst ance:
Reliability:
24- SEP- 2001

Bacterial reverse nutation assay

Sal nonel | a strai ns TA98, TA100, TA1537, TA1538
100, 333, 667, 1000, 3300, 5000 ug/plate

with netabolic activation: none

wi t hout netabolic activation: 1000 ug/plate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella
t hyphi nuri um Reverse Miutati on Assay"

1983 GLP: yes
other TS: N, N-dinethyl-p-toluidine;, purity = 99%
No analysis of test material; specification given . Only

deviation fromthe testing guideline was the |lack of a
confirmatory assay.
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(16)

Cyt ogeneti c assay

Chi nese hanster V79 cells
0, 0.3, 0.9, 1.2 nmM
> 10% survival at 1.2mM as estimated by colony formation

wi t hout

positive

other: S. Bonatti et al, Miutat. Res. 116, 149-154 (1983)
G.P: no data

other TS: N, N-di net hyl -p-toluidine; purity not noted

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented

and acceptable for assessnent

Critical study for SIDS endpoi nt

(17)
Bacterial reverse nutation assay
Sal nonel | a strains TA97, TA98, TA100
0, 1, 2.5, 5, 10, 40, 70, 100 ug/plate
100 ug/ pl ate
wi th and w t hout
negative
other: Maron, D.M, and Anes, B.N., Mutat. Res. 113, 173-215
1983 G.P: no data
other TS: N, N-dinethyl-p-toluidine;, purity = 99%
(2) wvalid with restrictions
(17)
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5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

5.6 Genetic Toxicity "in Vivo'

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

other: Al kaline elution assay

nouse Sex:
Bal b/ c

i.p.

si ngl e dose

0, 1, or 2 mol/kg (0, 135, 270 ng/kg)

negative

other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)

1978 G.P: no data

other TS: N, N-di net hyl - p-toul udine; purity = 99%

The aut hor nentions that an increase of 3X controls is usually

consi dered positive.

dose mmol / kg 2 hr 24 hr
0 2.15 2.06
1 2.05 3.43
2 2.39 ----

(17)

other: Al kaline elution assay

rat Sex:
Spr ague- Dawl ey

oral unspecified

si ngl e dose

0 and 8 mmol / kg (0 and 1080 ny/ kg)

anbi guous
other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)
1978 G.P: no data

other TS: N, N-di net hyl -p-toul udine; purity = 99%

DNA fragmentation increased in liver cells to about 2.4 X
control at one dose only. The author nentions that an
i ncrease of 3X controls is usually considered positive.
is why he considers this a weak positive.

weak positive

That

dose mmol / kg 6 hr 24 hr
0 1.36 1.48
8 3. 22*%* 1.85

DNA fragmentation increased in liver cells to about 2.4 X
control at one dose only.

(17)
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5. Toxicity

Dat e: 28- SEP-2001
D 99-97-8

Type:
Speci es:
Strain:

Route of admin.:
Exposure period:

Doses:
Resul t:
Met hod:
Year :
Test subst ance:
Remar k

Resul t:

28- SEP- 2001

other: Al kaline elution assay

rat Sex:
Spr ague- Dawl ey

i.p.

si ngl e dose

0, 4, and 8 nmol/kg (0, 540, and 1080 ng/kg)

anbi guous

other: Parodi, S. et al, Miutat. Res. 54, 39-46 (1978)
1978 G.P: no data

other TS: N, N-di net hyl -p-toul udine; purity = 99%
DNA fragmentation increased in liver cells to about 2X control

at one dose only. The author nentions that an increase of 3X
controls is usually considered positive. That is why he
considers this a weak positive.

weak positive

dose mmol / kg 2 hr 24 hr

0 1.63 1.99

4 3.14 2.06

8 3.23* ----

DNA fragnmentation increased in liver cells to about 2X control
at one dose only.
(17)

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See | UCLID data sets on CAS# 62-53-3; 95-53-4;

5.9 Devel opnent a

See |UCLID data sets on CAS# 62-53-3; 95-53-4;

5.10 O her

Rel evant

106-49-0; 108-44-1; 121-69-7.

Toxi city/ Teratogenicity

121-69-7; 91-66-7.

I nf or mati on

5.11 Experience with Human Exposure
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Dat e: 28- SEP-2001

6. References ID: 99-97-8

(1)

(2)

(3)

(4)
(5)

(6)

(7)
(8)

(9)

(10)

(11)

(12)
(13)
(14)
(15)
(16)

(17)

Meyl an W and Howard P. (1999) EPIWn Mdeling Program
Syracuse Research Corporation. Environnental Science
Center, 6225 Running R dge Road, North Syracuse, NY
13212- 2510.

CRC Handbook of Chemistry and Physics. 80th ed. (1999)
Davi d

R Lide, ed. CRC Press, New York. p. 3-26, No. 862.

CRC Handbook of Chemi stry and Physics. 55th ed, (1974) p.
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Sangster, J. (1989). J. Phys. Chem Ref. Data 18:1205.

Schultz Cg, Jung C. Moeller KE. (1970) Z. Naturforscher
B. 25:1024
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Chemicals to Fathead M nnows (Pinmephal es pronelas), Vol. 3,
Center for Lake Superior Environmental Studies, University
of Wsconsin, Superior, W, p.221-2 (test 1).
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Chemicals to Fathead M nnows (Pinephal es pronelas), Vol. 3,
Center for Lake Superior Environmental Studies, University
of Wsconsin, Superior, W, p.223-224 (test 2).

Broderius, S. and Kahl, M (1985) Aquat. Toxicol. 6:
307-322.

Tonogai, Y. et al. (1982) J. Toxicol. Sci. 7, 193-203.
Chenfirst Study No. 3888-91-0105- TX-001

Chenfirst Study No. L08413

Chenfirst Study No. 3888-91-0106- TX- 001

Chenfirst Study No. 14506-0-401

Tani ngher, M et al, (1993) Environ. MIl. Mitagen. 21:
349- 356.
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7. Risk Assessnent

Dat e: 28- SEP-2001
D 99-97-8

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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Exi sting Chemi cal

Substance I D: 95-53-4

CAS No. 95-53-4
El NECS Nane o-tol ui di ne
El NECS No. 202-429-0
Mol ecul ar Wei ght 107. 2
Mol ecul ar Fornul a C7HON
2. Physico-chenical Data
2.1 Melting Point
Val ue: -16.3°C
Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24

2.2 Boiling Point

(1999) .

Val ue: 200. 3°C

Reliability: (1) wvalid without restriction

Fl ag: robust summary

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.3 Density

Type: relative density

Val ue: .9984 at 20°C

Reliability: (1) wvalid without restriction

Fl ag: robust summary

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.4 Vapour Pressure

Val ue: 0.26 mm

Tenper at ur e: 25°C

Met hod: cal cul ated[ ]; neasured [X]

GLP: Yes[ ] No[ ] ? 1]

Remar ks:

Ref er ence: Danner, R P., Physical and Thernodynam c Properties

of Pure Chenicals, Design Inst. Phys. Prop. Data.
Amer. Inst. Chem Eng. NY; NY: Hem sphere Pub. Corp
Vol . 4 (1989).



2.5 Partition Coefficient

| og Pow. 1.4 at 24.5 °C
Met hod: Directive 84/ 449/ EEC, A.8 "Partition coefficient”
Year :
GLP: yes
Ref er ence: BASF AG (1987): Unvergeffentlichte Untersuchung der

Abt Anal ytik (Bericht-Nr. 87.19.10).

2.6.1 Water Solubility

Val ue: 8 g/l at 20°C

pH: 7.5 at 8 g/l and 20°C

Ref er ence: BASF AG (1992): Sicherheitdatenblatt ortho-Tol uidin
(Aug. 1992).

3.1.2 Stability in Water

Type: Abiotic (hydrolysis) [x ]; biotic (sewdinent) [ ]

Degr adati on: 4.045. 6% at pH approx. 6.4 at 30°C after 48 hours.

Met hod: Schultz, T.W et al, Bull. Environ. Toxicol. Chem

42, 192-198 (1989); Yoshioka, Y. et al, Sci. Tota
Environ. 43, 149-157 (1985).

GLP: Yes[ ] No[ x] ? 1]

Remar ks: Concentration tested was 380 ng/L.

Ref er ence: Arnold, L.M et al, Chenobsphere 21 (1-2), 183-191
(1990) .

3.5 Bi odegradati on

Type: aer obic

I nocul um activated sl udge

Degr adati on: 88 - 90 % after 28 day

Met hod: CECD Guide-line 301 A (old version) "Ready
bi odegradabiltiy: Modified AFNOR Test"

Year : GLP: no

Test substance: no data

Remar k: DOC Anal ysi s:

7 day (74 - 89 %
14 day (73 - >90 %

Ref er ence: Brown D., and Laboureur, P., Chenosphere 12(3), 405-
414 (1983).

Type: aer obi c

I nocul um activated sludge

Degradati on: > 90 % after 28 day

Met hod: CECD Guide-line 301 A (old version) "Ready
Bi odegradabiltiy: Mdified AFNOR Test™"

Year : GLP: no
Test substance: no data
Remar k: Speci fic (gas chromatography) anal ysis:

7 day (>90 %
14 day (>90 %

Ref erence: Brown D., and Laboureur, P., Chenpbsphere 12(3), 405-
414 (1983).

Type: aerobi c

I nocul um activated sludge



Degr adati on: > 90 % after 28 day
Met hod: OECD Cuide-line 301 E "Ready
bi odegradability: Modified OECD Screening Test"

Year : GLP: no
Test substance: no data
Remar k: DOC Anal ysi s:

7 day (57 - >90 %
14 day (>90 %

Fl ag: robust summary

Ref er ence: Brown D., and Laboureur, P., Chenpsphere 12(3), 405-
414 (1983).

Type: aer obi c

| nocul um activated sl udge

Degr adati on: > 90 % after 28 day

Met hod: CECD Guide-line 301 E "Ready biodegradability:
Modi fi ed OECD Screening Test"

Year : GLP: no
Test substance: no data
Remar k: Specific (gas chromatography) anal ysis:

7 day (57 - >90 %
14 day (>90 %
Ref er ence: Brown D., and Laboureur, P., Chenosphere 12(3), 405-
414 (1983).

3.7 Bioaccunul ation

Speci es: Crassostrea gigas, Pacific oyster; static
Exposure period: 24 hour

Concentrati on: 5 ng/|

BCF: 4.6

GLP: No data

Ref er ence: Knezovi ch, J.P. and Crosby, D. G, Environ. Toxi col

Chem 4(4), 435-446 (1985).

Speci es: Mytilus edulis, Common bay nussel; static
Exposure period: 24 hour

Concentrati on: 5 ng/|

BCF: 4.2

GLP: No data

Ref er ence: Knezovich, J.P. and Crosby, D. G, Environ. Toxi col

Chem 4(4), 435-446 (1985).
4.0 Ecotoxicity

4.2 Acute Toxicity to Aquatic Invertebrates

Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: nmg/ | Anal ytical nonitoring: no data
EC50: .52
Met hod: ot her: NEN 6501, 1980
Year : GLP: no data
Test substance: purity > 99.5 %
Sour ce: Bayer AG Leverkusen
Reliability: (2) wvalid with restrictions
Fl ag: robust summary



Ref er ence

Speci es:

Exposure peri od:

Unit:
ECO:
EC50:
EC100:
Met hod:

Year:
Test substance:
Sour ce:
Ref erence

Maas- Di epeveen, J.L. and van Leeuwen, C.J.: Aquatic
toxicity of aromatic nitro conmpounds and anilines to
serveral freshwater species. Laboratory for
Ecot oxi col ogy, Institute for Inland Water Managenent
and Waste Water Treatnent,Mnistry of Transport and
Public Works, P.O Box 17, 8200 AA Lelystad, The

Net her| ands, DBW Rl ZA Report 86-42, tvl 1296/ 84

Daphni a nagna
24 hour (s)

ng/ | Anal yti cal
1.6 - 5

9 - 50

100

ot her: Daphnia I mmbilization test; s.
this publication

(Crust acea)

nmoni toring: no

Aut hor s of

GLP: no
no data
Bayer AG Leverkusen
Bri ngmann, G, and Kuehn, R,
Forsch. 15(1), 1-6 (1982).

Z. \Wasser Abwasser

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Uni t:
EC50:
Met hod:
Year :
Test substance:
Sour ce:
Reliability:
Fl ag:
Ref erence

Speci es:
Endpoi nt :

Exposure peri od:

Unit:
EC50:
Met hod:
Year :
Test substance:
Ref erence

5. Toxicity

Chl orell a pyrenoi dosa (Al gae)

growth rate

96 hour (s)

ng/ | Anal ytical nonitoring: no

55

CECD Cuide-line 201 "Algae, Gowth Inhibition Test"
1984 GLP: no data
other TS: purity: > 99.5%

Bayer AG Leverkusen

(1) wvalid without restriction

robust summary

Maas- Di epeveen, J.L. and van Leeuwen, C.J.: Aquatic

toxicity of aromatic nitro conmpounds and anilines to
several freshwater species. Laboratory for
Ecot oxi col ogy, Institute for Inland Water Managenent
and Waste Water Treatnent,Mnistry of Transport and
Public Works, P.O Box 17, 8200 AA Lelystad, The

Net her | ands, DBW RI ZA Report 86-42, tvl 1296/ 84

Scenedesnus subspi cat us
bi omass

72 hour ()

nmg/ | Anal yti cal
3.9

ot her:

(Al gae)

nmoni toring: no

DI N 38412 part 9
GLP: no
31-38

Kuehn, R and Pattard, M, Wat. Res.

(1990)

24 (1),



Speci es:
Strain:

Rout e of adm n.:
Exposure period:

Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Resul t:

Conment s:

Ref erence

Speci es:
Strain:

Rout e of adnin.:
Exposure period:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Resul t:

Comrent s:

Ref erence

Speci es:
Strain:

Rout e of admin.:
Exposure period:

Frequency of
treatment:

Post. obs.
peri od:

rat Sex: nmal e
Fi scher 344
oral gavage; no vehicle
5, 10, or 20 Days
daily
none
225 ng/ kg body wei ght per day
yes; sham dosed
Described in the publication
GLP: no data

99. 3% purity

Deat hs, decreased body wei ghts(5 and 10 days) and

i ncreased spl een wei ghts; transient cyanosis after
dosi ng; rough hair coat; splenic congestion

i ncreased hemat opoi esi s and henosi derosi s, and bone
mar r ow hyper pl asi a.

Bl ood changes were consistent with enhanced
erythrocyte destruction.

Short, C. R et al, Fundam Appl
(1983).

Toxi col. 3, 285-292

r at Sex: male and femal e
F344/ N
dietary

7 weeks
daily

1 week

1000, 2000, 3000, 4000, 6000, 6200,
and 50,000 ppmin diet

basal diet only

no i nformation

12,500, 25, 000,

GLP: no data
Hydrochl oride salt, purity reported as >99%
Deat hs at 50,000 ppm renal and splenic pignmentation
at 12,500 ppm greater than 10% reduction in body
wei ghts conpared to controls at 12,500 ppm and hi gher
| evel s.
Purpose was to sel ect doses for carcinogenicity
st udy.
NCl Technical Report Series No. 153, Bioassay of o-
t ol ui di ne hydrochl oride for possible carcinogenicity,
NCI - CG- TR- 153, 1979.
nouse Sex: male and femal e
B6C3F1
dietary
7 weeks

daily

1 week



Doses: 3100, 6200, 8000, 10,000, 12,500, 20,000, 25,000, and
50, 000 ppmin diet

Control Group: basal diet only
Met hod: no i nformation
Year : GLP: no data
Test substance: Hydrochl oride salt, purity reported as >99%
Resul t: Pi gment deposition in the spleen and snaller amounts

in the kidneys and |iver at 50,000 ppm greater than
10% reduction in body weights conpared to controls at
all dietary |levels.

Comment s: Purpose was to sel ect doses for carcinogenicity
st udy.
Ref er ence: NCI Techni cal Report Series No. 153, Bioassay of o-

tol ui di ne hydrochl oride for possible carcinogenicity,
NCl - CG- TR- 153, 1979.

Speci es: r at Sex: nal e
Strain: F344/ N
Route of admin.: dietary

Exposure period: 13 or 26 weeks
Frequency of

treatnent: daily
Post. obs.
peri od: 13 weeks, after 13 weeks of dietary exposure
Doses: 5000 ppmin diet
Control Group: basal diet only
Met hod: no i nformation
Year : GLP: no data
Test substance: Hydrochl oride salt, purity reported as 100%
Remar ks:
20 rats/group; 80 rats total. 20 had altered gut
flora.
Resul t: Decreased wei ght gain; increased henmtopoiesis,

henosi derosi s, congestion, and fibrosis in the
spl een; increased spleen weights; mnim

henosi derosis in the liver; hyperplasia of the
bl adder epithelium mesothelial hyperplasia and
nmesot hel i oma.

Comment s:

Ref er ence: NTP Toxicity Report Series No. 44, NTP technica
report on conparative toxicity and carcinogenicity
studi es of o-nitrotoluene and o-tol uidine
hydrochl ori de, NIH Publication 96-3936 (March 1996).

5.7 Carcinogenicity

Speci es: r at Sex: nmal e
Strain: Charles River
Route of admin.: dietary

Exposure period: 18 nonths
Frequency of

treat ment: daily
Post. obs.
peri od: 6 nont hs
Doses: 0, 8000, 16000 ppm for 3 months; then 4000 and 8000
ppm for 15 nonths
Control Group: basal diet



Met hod:

Year :
Test substance:
Remar k:

Resul t:

Ref erence

Speci es:
Strain:

Rout e of admin.:
Exposure period:

Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Remar k:

Resul t:

Ref erence

Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Remar k:

Resul t:

no i nformation

GLP: no data
Hydrochl oride salt; 97-99% purity
25 rats per group

Wei ght gain decreased by at |east 10% at 16000 ppm at
3 mont hs; dose-rel ated i ncreased inci dence of

subcut aneous fibromas and fi brosarcomas, transitiona
cell carcinomas of the bladder, and nmultiple tunors
(pituitary and adrenal).
Wei sburger, E.K. et al, J.
2, 325-356 (1978).

Environ. Pathol. Toxicol.

nouse Sex: male and femal e
HaM | CR
dietary

18 nont hs
daily

6 nont hs
0, 16,000, 32,000 ppmfor 3 nonths; then 8000 and
16000 ppm for 15 nonths
basal di et
no i nformation
GLP: no data
Hydrochl ori de salt; 97-99% purity
25 mice per group

Wei ght gain decreased by at |east 10% at 32000 ppm at
3 nont hs; dose-rel ated increased incidence of

hemangi omas and henmngi osar conas.

Wei sburger, E.K. et al, J. Environ. Pathol. Toxicol
2, 325-356 (1978).

r at Sex: nmale and fenal e
F344

dietary

up to 104 weeks

daily

none
0, 3000, 6000 ppm
basal di et
no i nformation

GLP: no data
Hydrochl oride salt, purity reported as >99%
50 ani mal s/ sex/ group; Control group: 20 animal s/
sex.
Dose-rel ated increased deaths and decreased body
wei ght gains, increased incidence of fibrosarconas,
angi osarcomas, and osteosarconmms in the spleen and
ot her organs, nesothelionmas of the abdom nal cavity
or scrotumin males, and transitional cell carcinonas
of the urinary bladder in females. Al so increased
fibromas in subcutaneous tissue in males and



Ref erence

Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year:

Test substance:
Remar k:

Resul t:

Ref erence

5.5 Genetic Toxi ci

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:
Ref er ences:

Type:
Syst em of
testing:
Concentrati on:
Met abol i ¢
activation:
Resul t:
Met hod:
Year:

Test substance:

fi broadenomas or adenonmas of the mammary gland in
femal es.

NClI Techni cal Report Series No.
t ol ui di ne hydrochl oride for
NCI - CG TR- 153, 1979.

153, Bi oassay of o-
possi bl e carcinogenicity,

nouse Sex: male and femal e
B6C3F1
dietary

up to 104 weeks
daily

none
0, 1000, 3000 ppm
basal di et
no i nformation
GLP: no data
Hydrochl oride salt, purity reported as >99%
50 ani mal s/ sex/ group; Control group: 20 ani mal s/
sex.
Dose-rel ated decreased body wei ght gains,
hemangi osarcomas at various sites in males, and
hepat ocel | ul ar carci nomas or adenomas in fenmles.
NCl Technical Report Series No. 153, Bioassay of o-
t ol ui di ne hydrochl oride for possible carcinogenicity,
NCl - CG- TR- 153, 1979.

ty "in Vitro'

Cytogeneti c assay

Chi nese hamster ovary (CHO cells
250, 500 ug/m

wi th and wi t hout

Positive
Gal l oway, S.M et al. (1985): Environ. Mitagen. 7(1),
1-51

GLP: no data
Purity was >99%
Dean, B.J.(1985): Prog. Mut. Res 5, 69-83; Culati,
B.K. et al. (1985): Prog. Mut. Res. 5, 413-426

Cytogeneti c assay

Chi nese hanmster lung (CHL) fibroblast cells
1000- 1500 ug/ m
with and wit hout
Positive
G ven in publication
GLP: no data

Purity was >99%



Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentrati on:
Met abol i ¢
activation:
Resul t:
Met hod:
Year:

Test substance:

Sour ce:
Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Remar k:
Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Dean, B.J.(1985): Prog. Mut. Res. 5, 69-83;
I shidate,Jr., M, and Sofuni, T., (1985): Prog. Mit.
Res. 5, 427-432

Cytogeneti c assay

Chi nese hamster ovary (CHO cells
up to 2142 ug/m

wi th and wi t hout
Negati ve
G ven in publication

GLP: no data
Purity was >99%
Dean, B.J.(1985): Prog. Mut. Res. 5, 69-83;
Nat arajan, A T. et al. (1985): Prog. Mit. Res.
437

5, 433-

Cytogeneti c assay

Chi nese hanster ovary (CHO) cells
up to 900 ug/ m

with and wi t hout

Negati ve

G ven in publication
GLP: no data

Purity was >99%

Bayer AG Leverkusen

Dean, B.J.(1985): Prog. Miut. Res.

F. et al. (195): Prog. Miut. Res.

5, 69-83; Palitti,
5, 443-450

Cytogeneti c assay

Chi nese hanmster primary liver (CHl1-L) cells
up to 120 ug/ m

intrinsic, none added
Negati ve
ot her
GLP: no data
Purity was >99%
mtosis and mitotic spindle assay
Parry J.M et al. (1984): Altern. Lab. Anim 11, 117-
128; Parry, J.M (1985): Prog. Miut. Res. 5, 479-485

Cytogeneti c assay

RL 4 (rat liver)
700 ug/ M was | owest effective dose

intrinsic; none added
Positive
ot her
GLP: no data
Purity was >99%



Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:

Syst em of
testing:

Concentration:

Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:

Syst em of
testing:

Concentration:

Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Fl ag:

Priston, R A J., and Dean, B.J.(1985): Prog. Mitat.
Res. 5, 387-395

Cytogeneti c assay

Chi nese hanmster primary liver (CH1-L) cells
12 ug/ M was | owest effective dose

intrinsic; none added
Positive
no i nformation

GLP: no data
Purity was >99%
Danford N. (1985): Prog. Miutat. Res. 5, 397-411
Danford, N.(1991): Mutat. Res. 258, 207-236

Cytogeneti c assay

Chi nese hamster lung (CHL) cells
1000 ug/ M was | owest effective dose

with and wi t hout
Positive with activation; negative w thout activation
at 1500 ug/m
no i nformation
GLP: no data
no data
Ishidate Jr., M, et al. (1988): Mutat. Res. 195, 151-
213

Cytogeneti c assay

Chi nese hamster lung (CHL) cells
500 ug/ M was | owest effective dose with activation
1000 ug/ M was negative wi thout activation

with and wi t hout
Positive with activation
no i nformation
GLP: no data
no data
I shidate Jr., M, et al. (1988): Miutat. Res. 195, 151-
213

Cell transfornmation

Baby hanmster kidney cells (BHK 21 C13/HRC 1)

606 ug/m was | owest effective dose w thout
activation; 362 ug/m was | owest effective dose with
activation

with and wi t hout
Positive with and wi thout activation
ot her
GLP: no data
no data
robust summary

10



Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i c
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i c
activation:
Resul t:
Met hod:
Year :

Test substance:

Brookes, P., and Preston, R J.(1981): Prog. Mit. Res.
1, 77-85; Daniel,MR , and Dehnel, J.M(1981): Prog.
Mut. Res. 1, 626-637

Cell transformation

Baby hanster kidney cells; BHK 21/clone
250 ug/mM with activation was | owest effective dose

with
Positive
ot her
GLP: no data
no data
Brooks, T.M, et al. (1981): Prog. Mut. Res. 1, 77-
85; Styles, J.A (1981): Prog. Mut. Res. 1, 638-646

Cell transformation

Syrian hanster enbryo cells
1 ug/mM was | owest effective dose

wi t hout
Positive
ot her
GLP: no data
Purity was >99%
Barrett, J.C., and Lanmb, P.W (1985): Prog. Mit. Res.
5, 623-628

Cell transformation assay

Syrian hanster enmbryo (SHE cells)
100 ug/mM was | owest effective dose

none
Positive
no i nformation

GLP: no data
Purity was >99%
Sanner, T., and Rivedal, E.; cited in: Ashby et al
(eds.) (1985): Prog. Mutat. Res. 5, 665-671; cited
in: Danford (1991): Miutat. Res. 258, 207-236

Cell transformati on assay

Syrian hanster enbryo (SHE) cells
965 ug/ m was | owest effective dose

none
Positive
Adenovi rus (SA7) transformation assay as prescribed
by Casto, B.C. (1973): Progr. Esp. Tunor Res. 18,
166- 198

GLP: no data
Purity was >99%

11



Ref er ence

Type:

Syst em of
testing:

Concentration:

Met abol i ¢
activation:
Resul t:
Met hod:
Year :
Test substance:
Ref erence
Type:
Syst em of
testing:

Concentration:

Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration
Met abol i ¢
activation:
Resul t:
Met hod:
Year:

Test substance:

Ref er ences:

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:

Hatch, G G and Anderson, T.M (1985): Prog. Mitat.
Res. 5, 629-638

Cell transformation assay

Bal b/ c-3T3

330 ug/ M was highest ineffective dose without
activation; 150 ug/m was | owest effective dose with
activation

primary rat liver cells co-cultivation
Positive with added rat liver cells
Kakunaga, T. (1973): Int. J. Cancer 12, 463-473
GLP: no data
no data
Matthews, E.J. et al (1985): in F.J. de Serres and J.
Ashby (Eds.), Evaluation of Short-Term Tests for
Carci nogens, Progr. Mutat. Res.5, 639-650

Cell Transformati on Assay

AKR | eukemia virus infected NIH Swi ss nouse enbryo
(AKH-NIH-VE) cells
1 and 10 ug/m

none
Weak positive
ot her

GLP: no data
no data
Hei del berger, C. et al. (1983): Mitat. Res. 114,
283-285; Rhim J.S. et al. (1974): J. Natl. Cancer
Inst. 52, 1167-1173.

other: cell transformation assay

enbryoni ¢ nmouse fibroblasts (C3H 10T1/2 Cl one 8)
600 ug/ m was | owest effective dose with activation

wi th and without
Positive
Rezni koff, C. A et al. (1973): Cancer Res. 33,
3231- 3238
GLP: no data
Purity was >99%
Law ence, N., and McGregor, D.B. (1985): Prog. Mit.
Res. 5, 651-658; Nesnow, S. et al. (1984): Health
Ef fects Research Lab. USEPA, PB84-167501; Nesnow, S.
et al. (1985): Prog. Mut. Res. 5, 659-664

other: cell transformation assay

Chi nese hamster ovary (CHO cells
500 ug/ m was the highest ineffective dose

wi th and wi t hout
Negati ve

12



Met hod:

Year :
Test substance:
Ref erence

5.6 Genetic Toxici

Type:
Speci es:
Strain:

Rout e of adm n.:
Exposure period:

Doses:
Met hod:
Year :
Renmar ks:
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Doses:
Met hod:

Year :
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:

Rout e of adm n.:
Exposure period:

Doses:
Met hod:
Year:
Test substance:
Resul t:
Fl ag:
Ref erence

Type:
Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Doses:
Met hod:
Year :

Pienta, RJ. et al (1977): Int. J. Cancer
GLP: no data

Purity was >99%

Garner, R C. (1985): Prog. Mut. Res. 5, 85-94;

Zdzienicka, MC et al. (1985): Prog. Mit. Res.

685- 688

ty "in Vivo'

Cytogeneti c assay

nmouse Sex: mal e

Ch-1

i ntraperitonea

One to 4 treatnments at 24 hr intervals

100, 200, 400, 800,
no data;
GLP:
Si x i ndependent assays were done
Purity was 99%
Negati ve
Morita, T. et al (1997): Mitat.
Cytogeneti c assay
nouse
B6C3F1
i ntraperitonea
single administration
150, 300, 600 ng/ kg bw
MacGregor, J.T. et al (1987):
112
GLP:
Hydrochl ori de salt,
negative
McFee, A F.
14, 207-220

et al. (1989):

Cytogeneti c assay
hanst er

no data

oral unspecified

100 - 300 ng/ kg body wei ght
no i nformation

no data

Negati ve

robust summary

MAK- Begr uendung (1986)

Cytogeneti c assay
nouse

no data

i ntraperitonea

45 ng/ kg body wei ght
no i nformation

13

Res.

Mut at .

Envi ron.

and 1000 ng/ kg bw
met hod described in publication

no data

389, 3-122

Sex: mal e

Res. 189,

no data

obt ai ned from NTP

Mol ec.

Sex: no data

no data

Sex: no data

no data

19, 642-655

Mut agen.



Test substance:
Resul t:
Ref erence

Type:

Speci es:

Strai n:

Rout e of adm n.:
Exposure peri od:
Doses:

Met hod:

Year :
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:
Rout e of adnin.:
Exposure peri od:
Doses:
Met hod:
Year :
Resul t:
Test substance:
Ref erence

Type:
Speci es:
Strain:
Rout e of adnin.:
Exposure period:
Doses:
Met hod:
Year:
Test substance:
Resul t:
Ref erence

no data
Positive
MAK- Begr uendung (1986)

M cronucl eus assay

nouse Sex: mal e
B6C3F1
i ntraperitonea
single admnistration
75, 150, 300 ng/ kg bw
MacG egor, J.T. et al (1987): Mutat. Res. 189, 103-
112
GLP: no data
Hydrochl ori de salt, obtained from NTP
negative
McFee, A.F., et al. (1989): Environ. Molec. Mitagen.
14, 207-220
M cronucl eus assay
nouse Sex: no data
B6C3F1
i ntraperitonea
40, 80, 160, 169, 270, 338 ul/kg body wei ght
no i nformation
GLP: no data
Negati ve
Hydrochl ori de salt
Purchase, |.F.H (1981): Prog. Mutat. Res. 1, 86-95
Sal anobne, M F.et al. (1981): Prog. Miutat. Res. (De
Serres, Ashby,eds.) 1, 686-697; cited in Danford,

N.,(1991): Mutat. Res. 258, 207-236; Tsuchinoto, T.
and Matter, B.E. (1981): Prog. Miutat. Res. (De
Serres, Ashby, eds.) 1, 705-711; cited in Danford,
N.,(1991): Mutat. Res. 258, 207-236

Mouse Sperm Abnornality Test

5.8 Toxicity to Reproduction

Speci es:

Strain:

Rout e of admin.:
Exposure peri od:
Frequency of

nmouse Sex: nmal e
CBAXBALB/ C F1 hybrids
i ntraperitonea
5 Days
0.05 - 0.5 ng/ kg body wei ght
no i nformation

GLP: no data
Hydrochl ori de salt
Negati ve
Purchase, |.F.H (1981): Prog. Mut. Res. 1, 86-95;
Topham J.C. (1980): Mutat. Res. 74, 379-387; Topham
J.C.(1981): Prog. Mut. Res. 1, 718-720
r at Sex: mal e/ femal e
no data
der mal
4 nont hs

14



treat nent:
Post. obs.
peri od:

Doses:
Control Group:
Met hod:

Year:

Test substance:

Remar k:

Resul t:

Ref er ence

4 hr/ day

Treated rats of both sexes were mated with untreated
at 4 nonths and the offspring maintained until 2
nont h of age
8, 80 ng/ kg body wei ght
yes
no i nformation

GLP: no data
no data
Test substance was applied to 2/3 of the tail skin
15 rats/sex/group. Sone animals were killed at 4
nmont hs and exam ned for pathology while the others
were mated and the offspring maintained until 2
nont hs of age. There was no further treatnent of
parental aninmals during mating, gestation, and
| actati on.
There was no change in testes or ovary weights, and
no change in nucleic acids in the ovaries. The anpunt
of testicular RNA in honpgenates was significantly
decreased at 80 ng/ kg. The nunber of corpora |utea
i ncreased at 8 ng/ kg, while the nunber of prinordia
follicles decreased at 80 ng/kg. Estrus length was
al so increased at 80 ng/ kg conpared to controls.
There was a stinulation of spermatogenesis at both
dose levels; the effect was greater at the | ower
dose. Sertoli cells increased in size and
functioning. There were no pathol ogical, structural
or functional changes in germcells. Spermatogenesis
and testicul ar nmorphol ogy returned to normal during
t he post-exposure period. Treatment did not affect
fertility, litter size, offspring body weights, or
survival of offspring. Litters fromfenmles treated
with 80 ng/kg were weaker and slower to gain weight
conpared to controls. This retardation of devel opnent
persisted during the first month of |ife and was nost
marked in fermal e pups. The offspring of fenuales
treated with 8 ng/ kg had decreased body wei ght gain
at 1.5 nonths of age. These differences were no
| onger significant at 2 nonth of age. The of fspring
of treated nmales were not affected. There were no
changes in the blood, reproductive organ nucleic
aci ds, or blood serum of pups. Fermale pups from
treated femal es had increased mean ki dney wei ghts at
bot h doses, and increased nean ovary and heart
wei ghts at 80 ng/ kg only. Male pups fromtreated
femal es gi ven 80 ng/ kg had decreased nean spl een and
lung wei ghts. Femal e pups from hi gh dose treated
mal es had i ncreased nmean | ung and adrenal weights,
while nmale pups fromthese nmal es had decreased nean
liver and spleen weights. The authors concl ude that
the effective dose for toxicity to the reproductive
organs is the sane as that for general toxicity via
dermal exposure, and is equal to 80 ng/Kkg.
Mal ysheva, M V. et al. (1983): Gg. Tr. Prof. Zabol
9, 47-49
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Exi sting Cheni cal
CAS No.

El NECS Nane

El NECS No.

TSCA Nane

Mol ecul ar Fornul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date

Meno:

Printing date:
Revi si on date:
Dat e of |ast Update:

Nunmber of Pages:

Chapter (profile):
Reliability (profile):
Fl ags (profile):

ID: 91-66-7

91-66-7

N, N- di et hyl ani li ne
202-088-8

Benzenam ne, N, N-di et hyl -
C10H15N

15-JUL- 1999

15-JUL- 1999

Bayer Corporation

29- OCT- 2001

29- OCT- 2001

46

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Fl ags: without flag, confidential, non confidential
(DE), TA-Luft (DE), Material Safety Dataset, Risk
Assessnent, Directive 67/548/ EEC, SIDS

WK



Dat e: 28-SEP-2001
1. General I nformation ID: 91-66-7

1.0.1 OECD and Conpany Information

Type: | ead organi sation

Nane: American Chem stry Council (formerly Chem cal Mnufacturers
Associ ation), Monocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Pane

Street: 1300 W son Boul evard
Town: 22209 Arlington, VA
Country: United States

17- AUG 2001

Type: cooperati ng conpany
Name: Al bemar | e Cor poration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Name: Bayer Corporation
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Buf f al o Col or
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Name: Fi rst Chem cal Corporation
Country: United States

24- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

- 1/46 -



1. General I nformation

Dat e:
| D:

28- SEP- 2001
91-66-7

1.1 General Substance |nformation

Subst ance type: organic

Physi cal status: [liquid

Purity: >= 99.3 %ww
21- OCT- 1999

1.1.0 Details on Tenplate

1.1.1 Spectra
1.2 Synonyns

ANI' LI NE, N, N- DI ETHYL-
09- SEP- 1999

BENZENAM NE, N, N- DI ETHYL-
09- SEP- 1999

DI ETHYLANI LI NE
09- SEP- 1999

DI ETHYLPHENYLAM NE
09- SEP- 1999

N, N- DI ETHYLAM NOBENZENE
09- SEP- 1999

N, N- DI ETHYLAM NOBENZCL
09- SEP- 1999

N, N- DI ETHYLBENZENAM NE
09- SEP- 1999

1.3 Inpurities

CAS- No:

El NECS- No:

El NECS- Nane: Basi c nitrogen
Cont ent s: ca. 9.3 %ww
21- OCT- 1999

1.4 Additives

1.5 Quantity

2/ 46 -



Dat e: 28-SEP-2001
1. General I nformation ID: 91-66-7

1.6.1 Labelling

1.6.2 Classification

1.7 Use Pattern

Type: type

Cat egory: Use in closed system

20- JAN- 2000

Type: i ndustria

Cat egory: Chemi cal industry: used in synthesis
20- JAN- 2000

Type: use

Cat egory: I nt er mredi at es

20- JAN- 2000

}.7.1 Technol ogy Production/ Use

}.8 Occupational Exposure Limt Val ues

?.9 Sour ce of Exposure

1.10.1 Recommendations/Precautionary Measures
1.10.2 Emergency Measures

1. 11 Packagi ng

1.12 Possib. of Rendering Subst. Harm ess

1.13 Statenents Concerning Waste

- 3/46 -



General I nformation

Dat e: 28- SEP-2001
I D: 91-66-7

. 14.

. 14.

. 14.

.15

.16

.17

.18

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Remar ks

Last Literature Search

Revi ews

Listings e.g. Chemical Inventories

4] 46 -



Dat e: 28- SEP-2001

2. Physico-chem cal Data ID: 91-66-7
2.1 Melting Point
Val ue: -38.8 degree C
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline;, purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (1) (2) (3)
2.2 Boiling Point
Val ue: 216. 3 degree C at 1013 hPa
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (2)
Val ue: 215.5 degree C
Deconposi tion: no
Met hod: ot her: Handbook val ue
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (4) (3)
Val ue: 217.1 degree C at 1013 hPa
17- AUG 2001 (1)
Val ue: 92. 4 degree C at 13.333 hPa
Decomnposi tion: no
Met hod: ot her: no data
GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not stated
17- AUG 2001 (5)

- 5/46 -



2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 91-66-7

2.3 Density
Type:
Val ue:
Met hod:

GLP:
Test subst ance:
Reliability:
Fl ag:
17- AUG 2001
Type:
Val ue:
Met hod:

GLP:
Test subst ance:
Reliability:
Fl ag:
16- APR- 2001

2.3.1 Ganul onetry

relative density

. 9307 g/cn8 at 20 degree C

ot her: Handbook val ue

no data

other TS: N, N-diethylaniline; purity not
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoint

density

.94 g/cnB8 at 20 degree C

ot her: Handbook val ue

no data

other TS: N, N-diethylaniline; purity not
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoint

2.4 Vapour Pressure

Val ue:
Met hod:
GLP:
Test substance:
Reliability:
Fl ag:
24- SEP- 2001
Val ue:
Met hod:
GLP:
Test substance:
Reliability:
Fl ag:
24- SEP- 2001
Val ue:
Met hod:
GLP:
Test substance:
Reliability:
Fl ag:
24- SEP- 2001
Val ue:
Met hod:

0.136 mMm at 25 degree C

ot her (neasured)

no data

N, N-di et hyl ani line; purity not noted

(2) wvalid with restrictions

Dat a from handbook or collection of data
Critical study for SIDS endpoint

.2 hPa at 20 degree C

ot her (neasured): Handbook val ue

no data

N, N-di et hyl ani line; purity not noted

(2) wvalid with restrictions

Dat a from handbook or collection of data
Critical study for SIDS endpoint

.18 hPa at 25 degree C

ot her (neasured)

no

N, N-di et hyl aniline; purity not noted
(2) wvalid with restrictions
Critical study for SIDS endpoint

.4 hPa at 30 degree C
ot her (neasured): Handbook val ue

(2) (3)

(1)

(67)

(1) (3)

(6)



GLP:
Test substance:

no data

N, N-di et hyl ani line; purity not noted

Reliability: (2) wvalid with restrictions
Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
24- SEP- 2001 (1) (3)
- 6/46 -
Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 91-66-7
Val ue: 1 hPa at 44.3 degree C
Met hod: ot her (neasured): Handbook val ue
GLP: no data
Test substance: N, N-di et hyl aniline; purity not noted
Reliability: (2) wvalid with restrictions
Dat a from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
24- SEP- 2001 (7)
Val ue: 1.4 hPa at 50 degree C
Met hod: ot her (neasured): Handbook val ue
GLP: no data
Test substance: N, N-di et hyl aniline; purity not noted
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (1)

2.5 Partition Coefficient

| og Pow:
Met hod:

Year :

GLP:
Test substance:

Resul t:

Reliability:

Fl ag:
17- AUG 2001

| og Pow.
Met hod:
Year :
GLP:
Test substance:
Reliability:

Fl ag:
17- AUG 2001

| og Pow.
Met hod:

Year:
GLP:
Test subst ance:

3.17 at 25 degree C
CECD Cui de-line 107
Fl ask- shaki ng Met hod"
1979

no

N, N-di ethyl aniline; purity not noted
n-oct anol -water Partition coefficient = 1491.54
|l og Pow = 3.17

(1) wvalid without restriction

Gui del i ne st udy

"Partition Coefficient (n-octanol/water),

Critical study for SIDS endpoint
(8)
3.153
ot her (calculated): KOMNN Program (v1. 65)
1999
no
nol ecul ar structure
(2) wvalid with restrictions
Accepted cal cul ati on net hod
Critical study for SIDS endpoi nt
(9)
3.2

other (calculated): A Leo, CLOGP-3.63 (1991) Daylight,
Chenical Information Systens, Inc. Irvine, CA USA

no
other TS: nol ecul ar structure



Reliability:

Fl ag:
17- AUG 2001

(2) wvalid with restrictions
Accepted cal cul ati on net hod

Critica

| study for

SI DS endpoi nt

7/ 46 -

(10) (11) (3)

Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 91-66-7
| og Pow:. 3.31 - 4
Met hod: ot her (neasured): see references
Year :

GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not stated
17- AUG 2001 (12) (13) (14) (3)
2.6.1 Water Solubility
Val ue: 130 ng/l at 20 degree C
Qualitative: noderately sol uble (100-1000 ng/L)
Met hod: ot her

GLP: no data
Test subst ance: other TS: N,N-diethylaniline;, purity not stated
Reliability: (2) wvalid with restrictions

Data from Handbook or collection of data

Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (10) (3)
Val ue: = 14400 ng/l at 12 degree C
Qualitative: very soluble (> 10000 ng/L)
Met hod: ot her: Handbook val ue

GLP: no data
Test subst ance: other TS: N, N-diethylaniline; purity not noted
Reliability: (2) wvalid with restrictions

Data from Handbook or collection of data
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (15) (3)
2.6.2 Surface Tension
2.7 Flash Point
Val ue: 79 degree C
Type: cl osed cup
Met hod: other: DIN 51758
Year :

16- APR- 2001 (10)

2.8 Auto Flammability



2.9 Flammability

Resul t:
Remar k: Ignition tenperature: approx. 500 degree C
16- APR- 2001 (10)
- 8/46 -
Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 91-66-7
2.10 Expl osive Properties
2.11 Oxidizing Properties
2.12 Additional Renmarks
Remar k: The BUA-report No. 40 includes further information

16- APR- 2001



- 9/46 -
Dat e: 28- SEP-2001
3. Environnental Fate and Pat hways ID: 91-66-7

3.1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: OH
Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: = .0000000001642617 cnB/(nol ecul e * sec)
Degr adati on: 50 % after .8 hour(s)
Met hod: ot her (calculated): AOP vl.89
Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (9)

3.1.2 Stability in Water

Type: abiotic
Met hod: other: (calculated): Hydrowin vl1.67

Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Resul t: Hydrowi n v1.67 cannot estimate a hydrol ysis rate constant

for this structure.

Reliability: (2) wvalid with restrictions
24- SEP- 2001 (9)

See | UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soi
3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnments

Type: fugacity nmodel level 11

Medi a: other: air water soil sedinent

Air (Level 1):

Water (Level 1):

Soi |l (Level 1):
I1):
1):

I
Biota (L.I1/1
Soil (L.1I/11
Met hod: other: BCF v2.13 Level 111 Fugacity Mde



Year : 1999
Resul t: Medi a Di stribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm
Air 0.2 1.56 1000 5.19e-012
Wat er 22.3 900 1000 2.27e-009
Soi | 76.8 900 1000 4. 26e- 009
Sedi nent 0.718 3. 6e+003 0 1. 73e-009
- 10/ 46 -
Dat e: 28- SEP-2001

3. Environnental Fate and Pat hways ID: 91-66-7
Persi stence Tinme: 528 hr
Reaction Tine: 605 hr
Advection Tine: 4,11e+003 hr
Percent Reacted: 87.2

Reliability:
Fl ag:
17- AUG 2001

3.3.2 Distribution

w

3.5 Bi odegradati on

Type:

| nocul um
Concentrati on:
Degr adati on:
Resul t:

Met hod:

Year :

Test substance:

Reliability:

Fl ag:
17- AUG 2001

Type:

| nocul um
Concentration
Degr adati on:
Met hod:

Year :

Test substance:

Reliability:

Fl ag:
17- AUG 2001

Percent Advected: 1

(2)

2.8

valid with restrictions

Accepted cal cul ati on net hod

Critica

.4 Mode of Degradation in Actual

aer obi c
activated sludge
100 nyg/|
0 %after 28 day

under test conditions no biodegradati on observed

CECD Guide-line 301 C "Ready Biodegradability: Mdified MTI

Test (I)"
1983

other TS: N, N-diethylaniline;
valid w thout

(1)

study for

Use

GLP gui deline study

Critica

aer obi c

predom nantly domestic sewage,
related to Test substance

.8 no/l
> 90 % after 20

OECD Guide-line 301 D

Test"
1977

other TS: N, N-diethylaniline;
valid w thout

(1)
Gui del i ne st udy
Critica

study for

day

study for

SI DS endpoi nt

GLP: yes
purity =
restriction

SI DS endpoi nt

adapt ed

GLP: no
purity not
restriction

SI DS endpoi nt

99.5 %

not ed

(9)

(16)

"Ready Biodegradability: Closed Bottle

(10)
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Dat e: 28- SEP-2001

3. Environnental Fate and Pat hways ID: 91-66-7
Type: aer obi c
I nocul um activated sludge
Concentration: 100 nmg/l related to Test substance
Degr adati on: after 14 day
Resul t: under test conditions no bi odegradati on observed
Met hod: CECD Cuide-line 301 C "Ready Biodegradability: Mdified MTI
Test (I)"
Year : 1981 GLP: no

Test substance:
Remar k:

Reliability:
Fl ag:
17- AUG- 2001

3.6 BOD5, COD or

CcCOoOD
COD
16- APR- 2001

Year :
Concentration:

Remar k:

16- APR- 2001

other TS: N, N-diethylaniline; purity not noted
Met hod: "Bi odegradation test of chemi cal substance by
nm croorgani sns etc." stipulated in the Order Prescribing
the Items of the Test Relating to the New Chenical Substance
(1974, Order of the Prine Mnister, Mnister of Health and
Welfare, the MTI No. 1). This guideline corresponds to
"301C, Ready Biodegradability: Mdified MTI Test [|"
stipulated in the OECD Cuideline for Testing of Chemicals
(May 12, 1981).
Sl udge conc.: 30 ng/l
(1) wvalid without restriction
Gui del i ne st udy
Critical study for SIDS endpoint

(17)

BOD5/ COD Rati o

2346 ng/ g substance
(10)

1983 GLP: yes
4 mg/l related to Test substance

BOD5 < 0.1 g/g
COoD 1.28 g/g
(16)
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Dat e: 28- SEP-2001

3. Environnental Fate and Pat hways ID: 91-66-7
3.7 Bioaccunul ation
Speci es: Cyprinus carpio (Fish, fresh water)
Exposure period: 56 day
Concentrati on: .02 g/l
BCF: 17 - 125
El i mi nati on:
Met hod: CECD Guide-line 305 C

Year : 1981 GLP: no data

Test substance:
Remar k:

17- AUG 2001

Speci es:

Exposure period:

Concentrati on:
BCF:
El i m nati on:
Met hod:

Year :
Test substance:
Remar k:

17- AUG 2001

Speci es:

Exposure peri od:

Concentrati on:
BCF:
El i m nati on:
Met hod:

Year :
Test substance:
Resul t:

other TS: N, N-diethylaniline; purity not stated

Met hod: " Bi oaccunul ati on test of chem cal substance in fish
and shellfish" stipulated in the Order Prescribing the
Items of the Test Relating to the New Chem cal Substance
(1974, O der of the Prine Mnister, the Mnister of Health
and Welfare, the MTI No. 1). This guideline corresponds
to "305C, Bioaccunulation: Degree of Bioconcentration in
Fish" stipulated in the OECD Guidelines for Testing of

(17)

Chenmicals (May 12, 1981).

Cyprinus carpio (Fish, fresh water)
56 day

.2 ng/l

44 - 161

OECD Guide-line 305 C

1981 GLP: no data

other TS: N, N-diethylaniline; purity not stated

Met hod: " Bi oaccunul ati on test of chem cal substance in fish
and shellfish" stipulated in the Order Prescribing the
Items of the Test Relating to the New Chem cal Substance
(1974, Oder of the Prine Mnister, the Mnister of Health
and Welfare, the MTI No. 1). This guideline corresponds
to "305C, Bioaccunulation: Degree of Bioconcentration in
Fish" stipulated in the OECD Guidelines for Testing of
Chenicals (May 12, 1981).

(17)

70.58
ot her: BCF Program (v2.13)

GLP: no
ot her TS: nol ecul ar structure
Log Kow (estimated) 3.15
Log Kow (experinental): 3.31



Reliability:

3. Envi r onnent al

Log Kow used by BCF estimates: 3.31

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 1.849 (BCF = 70.58)
(2) wvalid with restrictions

- 13/ 46 -
Dat e: 28- SEP-2001
Fate and Pat hways ID: 91-66-7

17- AUG 2001

Accepted cal cul ati on net hod

(9)

3.8 Additional Remarks



4. Ecotoxicity
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Date: 28- SEP-2001
ID: 91-66-7

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:

LC50:

Met hod:
Year:

Test substance:

Met hod:

Test condition:

Reliability:

Fl ag:
17- AUG 2001

Type:
Speci es:

Exposure period:

Uni t:

LC50:

Met hod:
Year :

Test substance:
Test condition:

Reliability:
Fl ag:
17- AUG- 2001

flow through

Pi mephal es pronel as
96 hour (s)

ng/ | Anal ytical nmonitoring: yes
16. 4

EPA OPP 72-1

(Fish, fresh water)

GLP: no data
other TS: N, N-diethylaniline purchased from Al drich Chenica
Co., MIwaukee, W; purity = 99%
pH was adj usted to approxi mate that of Lake Superior water (pH
7.8) with NaCH or HCL.
Conmpound anal yses were done by GLC. all exposure chanbers at
0, 24,48,72, and 96 hr

Fat head mi nnows used in this experinment were 34 days old and
were cultured at USEPA Environmental Research Laboratory,
Dul uth, MN and University of Wsconsin - Superior campus.

10 fish/concentration and control. Behavior and toxic signs
were noted at 4, 24,48,72 and 96 hours.
Tenperature = 25.1 degree C (+/-0.57); Dissolved oxygen =
7.0 ng/l; pH =7.74; hardness = 39.5 ng/l CaCQO3; Tank volume =
1 liter; Concentrations (neasured)= 6.15, 13.1, 20.6, 27.9,
33.9 ng/l.
(1) wvalid without restriction
Gui del i ne study
Critical study for SIDS endpoint

(18)

static

Oncor hynchus nyki ss
96 hour (s)

ng/ | Anal ytical nonitoring: no

38.5

ot her

1983 GLP: yes

other TS: N, N-diethylaniline; purity = 99.5 %

Tenperature: 15 degree C, pH 6.8-8.0,

Oxygen conc.: 6.0-10.6 ng/l

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoint

(Fish, fresh water)

(16)



4. Ecotoxicity
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Dat e: 28- SEP-2001
I D: 91-66-7

Type:
Speci es:

Exposure peri od:

Uni t:
LC50:
Met hod:

Year :
Test substance:
Resul t:
Reliability:
19- JUN- 2001

Type:
Speci es:

Exposure peri od:

Unit:
LCO:
LC100:
Met hod:

Year :
Test substance:
17- AUG 2001

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:
Year :
Test substance:
Remar k:
24- SEP- 2001

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:

Year :
Test substance:
Reliability:
24- APR- 2001

Oryzias latipes (Fish, fresh water)

48 hour (s)

ng/ | Anal ytical nonitoring:
25

ot her: according to Japan Industrial Standards
1971 GLP:

other TS: N, N-diethylaniline; purity not noted
LC50 (24 hours) = 40.0 ny/l
(2) wvalid with restrictions

static

Leuci scus idus (Fish, fresh water)

48 hour (s)

ng/ | Anal ytical nmonitoring: no
20

50

other: Determ nation of the Acute Effect of Substances on
Fish. "Fish Test" research group in the "Detergents”

committee (10/15/73)
1973 GLP: no
other TS: N, N-diethylaniline; purity not stated

Pi mephal es pronelas (Fish, fresh water)

96 hour (s)

ng/ | Anal ytical nonitoring: no
7.63

GLP: no

other TS: nol ecul ar structure
QSAR cal cul ati on

ot her: cal cul ati on

ot her: Fish

96 hour (s)

ng/ | Anal ytical nonitoring: no
9.181

ot her: ECOSAR vO0. 99e

1999 GLP: no

other TS: nol ecul ar structure
(2) wvalid with restrictions

(8)

advi sory

(10)

(19)

(9)



4. Ecotoxicity
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Dat e: 28- SEP-2001
I D: 91-66-7

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:

Year :
Test substance:
17- AUG 2001

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:
Year:
Test substance:
17- AUG- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test substance:
Remar k:
17- AUG- 2001

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:

Year :
Test substance:
Reliability:
24- APR- 2001

Oryzias |atipes
48 hour (s)

ng/ | Anal ytical nonitoring:
16.8

(Fish, fresh water)

ot her: Japanese Industrial Standard (JI'S K 0102-1986-71)

"Testing nethods for industrial waste water"
GLP: no data
other TS: N, N-diethylaniline; purity not stated

Pi mephal es pronel as
96 hour(s)

nol /|

3.959

ot her: no data

(Fish, fresh water)

Anal ytical nmonitoring: no data

GLP: no data
other TS: N, N-diethylaniline; purity not stated

Sal no gai rdneri
96 hour (s)

ng/ | Anal ytical nmonitoring: no
6. 14

(Fish, estuary, fresh water)

GLP: no
other TS: nol ecul ar structure
QSAR cal cul ati on

ot her: cal cul ati on

ot her: Fish

14 day

ng/ | Anal ytical nonitoring: no
19. 963

ot her: ECGSAR vO0. 99e

1999 GLP: no
other TS: nmol ecul ar structure

(2) wvalid with restrictions

(17)

(20)

(19)

(9)
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Dat e: 28- SEP-2001
4. Ecotoxicity ID: 91-66-7

4.2 Acute Toxicity to Aquatic Invertebrates

Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 24 hour(s)
Unit: nmg/ | Anal ytical nonitoring: no
ECO: 35.4
EC50: 70.7
EC100: 141
Met hod: CECD Gui de-line 202, part 1 "Daphnia sp., Acute
| mobi | i sation Test"
Year : 1984 GLP: no
Test substance: other TS: N, N-diethylaniline; purity not noted
Reliability: (1) wvalid without restriction
Cui del i ne study
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (10) (21)
Type: static
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
EC50: 1- 1.6
Met hod: EPA OTS 797.1300
Year : 1992 GLP: yes
Test substance: other TS: N, N-diethylaniline; purity >99% supplied by Merck
Resul t: Nomi nal Measur ed
EC50 -24hr 18ng/ 1 (2. 8-116) 3.5mg/ 1 (0. 25-25)
EC50 -48hr 7.7 mg/l (6.5-9.1) 1.3mg/1 (1.0-1.6)
Reliability: (1) wvalid without restriction
GLP gui deline study
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (22)
Type: static
Speci es: ot her: Tetrahynmena pyriforms
Exposure period: 48 hour(s)
Uni t: ng/ | Anal ytical nonitoring: no data
EC50: 35.1
Met hod: ot her: according to Schultz, T. et al. (1991)
Year : GLP: no data
Test substance: other TS: N,N-diethylaniline;, purity >95%
Resul t: Log of the inverse of 48hr 50% I nhibitory G owh Concentration

(1GC50) = 3.629 nol /|
28- SEP- 2001 (23)
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 91-66-7
Type: ot her: cal cul ation
Speci es: Daphni a sp. (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no
EC50: 10. 651
Met hod: ot her: ECOSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
19- JUN- 2001 (9)
Type: ot her: calculation
Speci es: Mysi dopsi s bahia (Crustacea)
Exposure period: 96 hour(s)
Unit: nmg/ | Anal ytical nonitoring: no
LC50 : 1.165
Met hod: ot her: ECOSAR v0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
24- APR- 2001 (9)
Type: ot her: calcul ation
Speci es: Daphni a sp. (Crustacea)
Exposure period: 16 day
Uni t: ng/ | Anal ytical nonitoring: no
EC50: . 903
Met hod: ot her: ECOSAR v0. 99e

Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
19- JUN- 2001 (9)

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure peri od:

Unit:
EC10:
EC50:
Met hod:

Year :
Test substance:

Scenedesnus subspi catus (Al gae)

ot her: cell count

72 hour (S)

ng/ | Anal ytical nonitoring: no

2.8

5.6

other: Determ nation of the inhibitory effect of substances in
wat er on the green al gae Scenedesnus-Cell nultiplication
inhibition- L 9, 1987g

1987 GLP: no

other TS: N, N-diethylaniline; purity not noted



Reliability:

(2) wvalid with restrictions
Meets National standards nethod (AFNOR/ DI N)

Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (10) (24)
- 19/46 -
Dat e: 28- SEP-2001
4. Ecotoxicity ID: 91-66-7
Speci es: ot her al gae: green al gae
Endpoi nt : gromh rate
Exposure period: 96 hour(s)
Unit: ng/ | Anal ytical nonitoring:
EC50: 7.114
chV : 1.383
Met hod: ot her: ECOSAR v0. 99e
Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (9)
4.4 Toxicity to Mcroorganisns e.g. Bacteria
Type: aquatic
Speci es: activated sludge
Exposure period: 3 hour(s)
Unit: ng/ | Anal ytical nonitoring:
EC50: > 100
Met hod: ot her: ETAD 103: A Screening Test for the Assessnment of the
Possi bl e Inhibitory Effect of a Chemi cal Substance on Aerobic
Waste Water Bacteria (26.07.1979)
Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; purity = 99.5 %
17- AUG 2001 (16)
Type: aquatic
Speci es: Pseudomonas fl uorescens (Bacteria)
Exposure period: 24 hour(s)
Uni t: ng/ | Anal ytical nmonitoring: no
ECO: 1000
Met hod: other: Determ nation of the harnful biological effects of
toxi ¢ sewage on bacteria. DEV, L 8 (1968) nodifi ed.
Year : 1973 GLP: no
Test substance: other TS: N, N-diethylaniline; purity not stated
17- AUG 2001 (10)
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Dat e: 28- SEP-2001
4. Ecotoxicity ID: 91-66-7
4.5 Chronic Toxicity to Aquatic Organisns
4.5.1 Chronic Toxicity to Fish
Speci es: ot her
Endpoi nt : ot her
Exposure period: 30 day
Uni t: ng/ | Anal ytical nonitoring: no
ChV : 1.424
Met hod: ot her: ECOSAR v0. 99e
Year : GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
17- AUG 2001 (9)
4.5.2 Chronic Toxicity to Aquatic Invertebrates
Speci es: Daphni a magna (Crustacea)
Endpoi nt :
Exposure period: 21 day
Unit: nmg/ | Anal ytical nonitoring: no
Met hod: ot her: UBA-Draft proceedings (prelimnary report) "Chronic
toxicity to Daphnia nagna” (Determ nation of the NOEC for
reproduction rate, nortality, and tine point of the first
occurrence of progeny, 21 d)(02/01/1984)
Year : GLP: no
Test substance:
Remar k: R 21: 82.1 %at 0.3 ng/l
16- APR- 2001 (10)
TERRESTRI AL ORGANI SMS
4.6.1 Toxicity to Soil Dwelling Organisns
Type: ot her: calculation
Speci es: Ei senia fetida (Wrm (Annelida), soil dwelling)
Endpoi nt : ot her
Exposure period: 14 day
Uni t: ot her: ppm
LC50: 406. 143
Met hod: ot her: ECOSAR v0. 99e
Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Remar k: Cheni cal may not be sol uble enough to measure this predicted



effect.
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
17- AUG 2001 (9)

4.6.2 Toxicity to Terrestrial Plants

- 21/ 46 -
Dat e: 28- SEP-2001
4. Ecotoxicity ID: 91-66-7

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Kinetics

4.9 Additional Remarks

Remar k: BUA Report No. 40 includes further ecotoxicol ogical data.
16- APR- 2001
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Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7

5.1 Acute Toxicity

5.1.1 Acute Oral Toxicity

Type: LD50
Speci es: r at
Strain: W st ar
Sex: mal e
Number of
Ani mal s: 10
Vehi cl e: ot her: wundil uted
Val ue: ca. 606 nmg/ kg bw
Met hod: Directive 84/ 449/EEC, B.1 "Acute toxicity (oral)"”
Year : 1978 GLP: no
Test substance: other TS: undiluted N, N-diethylaniline; purity not noted
Met hod: single oral application by gavage of undiluted TS, 0.1, 0.5
0.7, 0.8 m/kg, 14 d observation period
Remar k: LD50 = 0.65 m/kg bw
Resul t: signs of toxicity: cyanosis, pal nospasns, disorders of

bal ance, increased diuresis, inpaired general condition

Doses t oxi col ogi cal result
m / kg no.of rats no of deaths time of death
with toxic signs

0.1 0 0
0.5 10 1/10 d 2
0.6 10 2/ 10 d 4-6
0.7 10 6/ 10 d 2-4
0.8 10 10/ 10 d 2-5

Reliability: (1) wvalid without restriction
Gui del i ne study

Fl ag: Critical study for SIDS endpoi nt

17- AUG 2001 (25)

Type: LD50

Speci es: r at

Strain:

Sex:

Nunmber of

Ani mal s:

Vehi cl e:

Val ue: = 720 ng/ kg bw

Met hod:

Year : GLP: no

Test substance: other TS: undiluted N, N-diethylaniline



16- APR- 2001

5. Toxicity
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Dat e: 28- SEP-2001

ID: 91-66-7

(26)

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test substance:

10- AUG- 2000

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test substance:

16- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year:

Test substance:

10- AUG- 2000

LD50
rat

720 - 1159 ng/ kg bw
other: no data

GLP:

no data

LD50
rat

= 782 ng/ kg bw

LDLo
rabbi t

486 - 1870 ng/ kg bw
other: no data

GLP:

no data

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunmber of

LC50
rat

no data

no data

no data

(27)

(28)

(27)



Ani mal s:
Vehi cl e:
Exposure tine:
Val ue:

Met hod:

Year:

Test substance:

5. Toxicity

4 hour (s)

= 1.92 ny/l

ot her: according to: OECD Acute Toxicity Screening Program

Protocol for Acute Inhalation Toxicity Studies (nodified)
GLP: yes

other TS: N, N-diethylaniline; purity not noted

- 24/ 46 -
Date: 28- SEP-2001
ID: 91-66-7

Remar k:
Resul t:
Reliability:
Fl ag:

17- AUG 2001

5.1.3 Acute Der nal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :

Test substance:

Remar k:
Fl ag:
17- AUG- 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test substance:

Remar k:
16- APR- 2001

LC50 val ue expressed as actual exposure concentration (ana-
lytically deterni ned)

Particle size ~ 3.5 - 5.0 microns; 75-89% <10 mi crons
signs of toxicity (anmong others): ataxia and trenors in

ani mal s exposed to an actual concentration of 1.97 ng/l

or greater

(1) wvalid without restriction

GLP gui deline study

Critical study for SIDS endpoint

(29)

(30)

Toxicity
LD50
r at
no data
no data
ot her: wundiluted
> 5000 ng/ kg bw
other: undiluted TS, observation tine: 14 d, no further
i nformation
GLP: no
other TS: undiluted N,N-diethylaniline; purity not noted
no signs of intoxication, no local irritancy
Critical study for SIDS endpoint
LD50
rabbi t

468 - 935 ng/ kg bw
other: no data
GLP: no data
no data
Mortality 0/4 at 468 ng/kg; 4/4 at 935 ng/kg.

(31)



5. Toxicity
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Dat e: 28- SEP-2001
ID: 91-66-7

5.1.4 Acute Toxicity, other Routes

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admnin.:

Val ue:
Met hod:
Year :

Test substance:

16- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:

Rout e of admnin.:

Val ue:
Met hod:
Year:

Test substance:

16- APR- 2001

LD50
nouse

i.p.
= 870 ng/ kg bw

GLP: no
other TS: undiluted N, N-diethylaniline
(32)

LD50
manmal

ot her: unreported
= 2570 ng/ kg bw

GLP: no data

(33)

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentration

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:
Year :

rabbit

slightly irritating

OECD Guide-line 404 "Acute Dernmal Irritation/ Corrosion"
1981 GLP: no data



Test substance:

Reliability:
Fl ag:
17- AUG 2001

5. Toxicity

ot her TS: undiluted N, N-diethylaniline
(1) wvalid without restriction
Gui del i ne st udy
Critical study for SIDS endpoint
(34)
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Dat e: 28- SEP-2001
ID: 91-66-7

Speci es:
Concentration

Exposur e:
Exposure Ti nme:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year :

Test substance:

Reliability:
16- APR- 2001

Speci es:
Concentration

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC cl assificat.:

Met hod:

Year :

Test substance:

16- APR- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nurmber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:

Year :

rat

not irritating
other: according to: Draize, J.P. et al.: J. of Pharmacol. 82,
377 (1944)

GLP: no

(2) wvalid with restrictions
(35)

rabbit

noderately irritating

other: site of application: back or ear; exposure tinme: 1
mn., 5mn., 15 nn. (back) and 20 hours (back or ear);
observation period: 8 days
GLP: no
other TS: undiluted N, N-diethylaniline
(30)

rabbit

ot her: exposure tine: 24 hours, site of application: ear
dose: 500 ul/animl, sem occlusive, observation period: 7 days
GLP: no



Test substance:
Remar k:
16- APR- 2001

5. Toxicity

result:

highly irritating,

- 27/46 -

Dat e:

corrosive

28- SEP- 2001

ID: 91-66-7

(36)

5.2.2 Eye Irritation

Speci es:
Concentration:
Dose:
Exposure Ti ne:
Comment :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:

Year :
Test substance:
Reliability:

Fl ag:
17- AUG 2001

Speci es:
Concentration
Dose:
Exposure Ti nme:
Comrent :
Nunber of

Ani mal s:
Resul t:

EC classificat.:

Met hod:

Year :
Test substance:
16- APR- 2001

Speci es:
Concentration:
Dose:
Exposure Tine:
Comrent :
Nunber of

Ani mal s:
Resul t:

EC cl assificat.:

Met hod:

Year:
Test substance:
Remar k:

r abbi t

not irritating

OECD Cui de-1ine 405

1987
ot her
(1)

Gui del i ne st udy
Critical

TS:

r abbi t

not irritating

ot her: dose:

ot her TS:

rabbit

ot her: dose:

J. of Pharnacol.

ot her TS:
resul t:

study for

50 ng/ ani mal ,

0.1 m/ani mal

restriction

SI DS endpoi nt

82, 377 (1944))

GLP:
undi l uted N, N-di et hyl aniline
little irritative effects (maxi mal

no data

no

(according to:

no

purity not

"Acute Eye Irritation/Corrosion”

GLP:
undi l uted N, N-di et hyl ani |i ne;
valid wi thout

not ed

observation period: 8 days
GLP:
undi l uted N, N-di et hyl aniline

Draize, J.P. et

effects 1 hour

(37)

(30)

al .:



after application); effects conpletely reversible after

48- 96 hours
16- APR- 2001 (35)
- 28/ 46 -
Dat e: 28- SEP-2001

5. Toxicity ID: 91-66-7

Speci es: r abbi t

Concentration

Dose:

Exposure Ti me:

Comment :

Number of

Ani mal s:

Resul t: slightly irritating

EC cl assificat.:

Met hod: ot her: dose: 100 ul/aninmal, observation period: 7 days

Year : GLP: no

Test substance:

16- APR- 2001 (36)

5.3 Sensitization

Type: ot her

Speci es: gui nea pig

Number of

Ani mal s:

Vehi cl e:

Resul t: not sensiti zing

Classification:

Met hod: ot her: induction exposure by dernal application of a 10 %
solution of N,N-diethylaniline; challenge exposure by derma
application of 1 or 2 % solutions of the test substance

Year : GLP: no

Test substance: other TS: N, N-diethylaniline was dissolved in acetone

Fl ag: Critical study for SIDS endpoint

16- APR- 2001 (35)

Type: ot her

Speci es: human

Number of

Ani mal s:

Vehi cl e:

Resul t:

Cl assification:

Met hod:

Year : GLP:

Test substance: other TS: N, N-diethylaniline; commercial grade

Remar k: No cases of allergic sensitization have been reported as a
result of exposures at Buffalo Col or Corporation

Fl ag: Critical study for SIDS endpoint

16- APR- 2001 (38)



- 29/46 -
Dat e: 28- SEP-2001

5. Toxicity ID: 91-66-7

5.4 Repeated Dose Toxicity

Speci es: r at Sex: mal e/femal e
Strain: W st ar

Route of admi n.: gavage

Exposure period: 28 d

Frequency of
treat ment:

Post. obs.
peri od:

Doses:

Control Group:

LOAEL :

Met hod:

Year :

Test substance:
Resul t:

Reliability:

Fl ag:

daily, 7 d/w

no
10, 50 or 250 nmg/ kg bwd

yes, concurrent vehicle

10 ng/ kg bw

CECD Cui de-line 407 "Repeated Dose Oral Toxicity - Rodent:
28-day or 14-d Study"

1981 GLP: no data

other TS: N,N-diethylaniline; purity: 99.73 %

all dose groups: nortality and growth of the animals not
significantly altered; food intake and water intake com
parable to control val ues; haematol ogy: decreased red cel
counts, decreased haempgl obin contents, decreased packed
cell volume (PCV) values in males and fenal es, increased
MCV- and MCH-values in the femal es; black col ouration of
the spl een; absolute and rel ative spleen weights increased;
hi st ol ogi cal evidence of the spl een: haenosiderosis, extra-
medul | ary haenat opoi esi s, splenic hyperaem a; histol ogica
evi dence of the liver: haenosiderosis in the Kupffers cells
10 mg/ kg bw/ d: no clinical signs of toxicity

10 and 50 ng/ kg bw d: no indications of nephrotoxic effects
50 ng/ kg bw d: increased frequency of respiratory sounds

in the males

50 and 250 ny/ kg bw d: haemat ol ogy: increased MCV- and

MCH- val ues in the nal es, decreased MCHC-val ues in nales

and fenml es, hyperbilirubi naem a; polychromasia; swollen
spl eens; histological evidence of the liver: increase in the
extranmedul | ary haemat opoi esi s

250 ng/ kg bw/ d: increased frequency of respiratory sounds
in the fermal es; increased salivation in the females; black
colouration of the kidneys in the females; histopathol ogica
findings in the kidneys of nales and females: ferriferous

pi gnment detectable in the epithelia of the pars contorta;
clinical chem stry of the peripheral blood: increased al bu-
mn levels in the nmal es, decreased potassiumlevels in nales
and femal es

(1) wvalid without restriction

Gui del i ne study

Critical study for SIDS endpoi nt



17- AUG 2001

(39)

- 30/46 -
Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7
Speci es: dog Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 3 d
Frequency of
treat ment: no data
Post. obs.
peri od: no
Doses: 5 g/animal (total dose given to the animal in the course of
t he experinental period)
Control Group: no data specified
Met hod:
Year : GLP: no
Test substance: other TS: N, N-diethylaniline was dissolved in olive oi
Remar k: one ani mal was used in the study
Resul t: signs of toxicity (no details) on the second experinenta
day, death of the animal on the third day; p-diethylam no-
phenol identifiable as urinary netabolite; neither N, N-di-
et hyl aniline nor N, N-diethylaniline-Noxide detectable in
the urine
16- APR- 2001 (40)
Speci es: rabbi t Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 5 d
Frequency of
treat ment: no data
Post. obs.
peri od: no
Doses: 2.9 g/animal (total dose given to the animals during the
experi mental period)
Control Group: no data specified
Met hod:
Year : GLP: no
Test substance: other TS: N, N-diethylaniline was dissolved in olive oi
Remar k: 2 animals were used in the study
Resul t: signs of toxicity (no details) on the fourth experinmenta
day, death of the animals 2 days |ater; p-diethylan nopheno
identifiable as urinary metabolite; neither N,N-diethyl ani-
l'ine nor N,N-diethylaniline-N-oxide detectable in the urine
16- APR- 2001 (40)



- 31/46 -

Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7
Speci es: gui nea pig Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 5 h
Frequency of
treat ment: 4 s.c. injections within 5 h
Post. obs.
peri od: no
Doses: total dose: 3000 ng/ kg bw
Control Group: no
Met hod:
Year : GLP: no
Test substance:
Remar k: 1 ani mal was used
Resul t: signs of toxicity: trenor, convulsions, paralysis of the
pelvic extremties, nystagnus, accelerated respiration
death of the animal 4 hours after the final application
16- APR- 2001
Speci es: gui nea pig Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 33 h
Frequency of
treat ment: 9 s.c. injections within 33 h
Post. obs.
peri od: no
Doses: total dose: 11000 ng/ kg bw
Control Group: no
Met hod:
Year : GLP: no
Test substance:
Remar k: 1 ani mal was used
Resul t: signs of toxicity: trenor, convulsions, paralysis of the
pelvic extremties, decelerated and | aboured respiration,
bl ood not bl ack-col oured
16- APR- 2001

(41)

(41)
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Dat e: 28- SEP-2001

5. Toxicity ID: 91-66-7
Speci es: r abbi t Sex: no data
Strain: no data
Route of admin.: s.c.
Exposure period: 41.5 h
Frequency of

treat ment: 3 s.c. injections within 41.5 h
Post. obs.

peri od: no

Doses: total dose: 1400 ng/ kg bw
Control Group: no
Met hod:

Year : GLP: no
Test substance:
Remar k: 1 ani mal was used

Resul t:

16- APR- 2001

Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Remar k:

10- AUG- 2000

no signs of toxicity following the first and the second
application (admnistration of 300 and 500 ng/ kg bw, re-
spectively, at an interval of 17.5 hours); signs of toxi-
city following the third injection after further 24 hours:
browni sh di scol oration of the pupils and of the blood, no

central nervous effects; death occurred 26 hours after the
third application due to a subacute feverish nephritis

(41)
nouse Sex:
other: injection
4 days

12 injections/day

No Dat a
450 ng/ kg/ day
no data specified

GLP: no data
no data
10 out of 10 tunor-bearing nmice failed to survive nore than
four days at 450 ng/kg/day. Al of 10 tunor-bearing mce
survived 12 daily injections of 225 ng/kg. May cause kidney
and/ or |iver damage.

(42)



- 33/46 -

Dat e: 28- SEP-2001

5. Toxicity ID: 91-66-7

Speci es: nouse Sex: no data

Strain: no data

Route of admin.: i.p.

Exposure period: 3

Frequency of

treat ment: daily
Post. obs.
peri od: no data

Doses: 0.5 mMMkg bw/ d (= 75 ng/ kg bw d)

Control Group: yes

Met hod:

Year : GLP: no

Test substance:

Resul t: forty-eight hours after the final adm nistration, no sig-
ni fi cant net haenogl obi n or sul phhaenogl obin formati on was
observed (no further data)

16- APR- 2001 (43)

5.5 CGenetic Toxicity "in Vitro

Type: Ames test

Syst em of

testing: Sal nonel la typhi murium TA 97, TA 100, TA 1535, TA 1537, TA

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i ¢
activation:
Resul t:
Met hod:
Year :
Test substance:
Reliability:
Fl ag:
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i ¢
activation:

Resul t:

Met hod:

1538, TA 2637
1-5000 ug/pl ate

wi th and wi t hout

negative

ot her: nodified preincubati on nethod of the Ames assay
GLP: no data

other TS: N, N-diethylaniline; purity not noted

(2) wvalid with restrictions
Gui deline study with acceptable restrictions
Critical study for SIDS endpoint
(44)

Unschedul ed DNA synt hesi s

primary cultured rat
1 uM- 1 mM(= 0.15 -

hepat ocyt es
150 ug/ m)

negative

OECD Gui de-line 482 "Cenetic Toxicol ogy: DNA Damage and



Repai r/ Unschedul ed DNA Synthesis in Mammualian Cells in vitro"

Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; purity not stated
Reliability: (1) wvalid without restriction
Gui del i ne st udy
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (45)
- 34/ 46 -
Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7
Type: Escherichia coli reverse nutation assay
Syst em of
testing: Escherichia coli WP2 uvrA, WP2 uvrA/ pKM
Concentrati on: 1- 5000 ug/ pl ate
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: negative
Met hod: ot her: nodified preincubation nethod of the Anes assay
Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; purity not noted
Fl ag: Critical study for SIDS endpoint
17- AUG 2001 (44)
Type: Anmes test
Syst em of
testing: Sal nonel I a typhi murium TA 97, TA 98, TA 100, TA 1535
Concentration: 1- 333 ug/plate
Cyt ot oxi ¢ Conc.
Met abol i c
activation: wi th and wi t hout
Resul t: negative
Met hod: ot her: preincubation assay
Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; [abel purity: 99 %
17- AUG 2001 (46)
Type: Bacterial gene nutation assay
Syst em of
testing: bacterial test system (no further data)
Concentration:
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: no data
Resul t: negative
Met hod:
Year : GLP: no data
Test substance:
17- AUG 2001 (47)
Type: Anmes test
Syst em of
testing: Sal nonel | a typhimurium (no further data)

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i ¢
activation:

no data

no data



Resul t: negative
Met hod:
Year : GLP: no data
Test substance:
17- AUG 2001 (48)
- 35/46 -
Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7
Type: Anmes test
Syst em of
testing: Sal nonel I a typhi nmurium TA 98
Concentrati on: 1- 5000 ug/ pl ate
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: wi t hout
Resul t: negative
Met hod: ot her: nodified preincubation nethod of the Anes assay
Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; purity not noted
Remar k: the test was performed in the presence of norharman
24- SEP- 2001 (44)
Type: Anmes test
Syst em of
testing: Sal nonel | a typhi murium TA 98
Concentration: 1- 5000 ug/pl ate
Cyt ot oxi ¢ Conc.
Met abol i c
activation: with
Resul t: positive
Met hod: ot her: nodified preincubation nmethod of the Ames assay
Year : GLP: no data
Test substance: other TS: N, N-diethylaniline; purity not noted
Remar k: the test was perfornmed in the presence of norharman
24- SEP- 2001 (44)

5.6 Genetic Toxici

Type:
Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Doses:
Resul t:
Met hod:
Year :
Test substance:
Resul t:

Reliability:

Fl ag:

ty "in Vivo'

M cronucl eus assay

nouse

ot her: Bor: NWRI

i.p.

single administration

600 ng/ kg bw
negative

OECD CGui de-line 474

ot her TS:

Sex: mal e/ fennl e
( SPF Han)

"Genetic Toxicology: Mcronucleus Test"

N, N- di et hyl ani |i ne;
no indications of a clastogenic effect
ani line were found;

GLP: yes

purity: 99.73 %
of N, N-di et hyl -
there was an altered rati o between

pol ychromati ¢ and nornochromatic erythrocytes

(1) wvalid without
GLP gui deline study
Critical study for

restriction

SI DS endpoi nt



17- AUG 2001

(49)

5.7 Carcinogenicity

5. Toxicity

- 36/46 -
Dat e: 28- SEP-2001
ID: 91-66-7

5.8 Toxicity to Reproduction

See | UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7.

5.9 Devel opnent al

Speci es:
Strain:
Rout e of adm n.:
Exposure period:
Frequency of
treat ment:

Dur ati on of test:
Doses:
Control Group:
NOAEL Maternal t.:
NOAEL Ter at ogen.
Met hod:

Year :
Test substance:
Remar k:

Resul t:
Reliability:
Fl ag:

17- AUG 2001

Toxi city/ Teratogenicity

rat Sex: fenmale
ot her: CD (Sprague-Daw ey derived)

gavage

days 6-15 of gestation

daily
sacrifice of the fermal es on day 20 of gestation
50, 250 or 500 ng/kg bw d
yes, concurrent vehicle
250 m/ kg bw
250 m / kg bw
EPA OTS 798. 4900

GLP: no data
other TS: N, N-diethylaniline; purity: 98.4 - 98.5 %
the I ow and m d-dose groups contained 24 fenmal es each
the hi gh-dose group contained a total of 29 fenales
all dose groups: maternal effects: nmean food consunption
statistically |ower than control; excessive salivation;
no adverse effect of treatnent evident fromuterine im
pl antati on data; evaluation of fetuses recovered from
treated group fenmales for external, visceral and skeleta
mal f or mati ons i ndicated no adverse effect of treatnent
(no teratogenic or enbryotoxic effects)
50 and 250 ng/kg bw/ d: no maternal nortality; nean feta
wei ght and fetal sex distribution unaffected
250 and 500 nmg/ kg bw/ d: maternal effects: excessive lacri-
mati on; staining of the skin/fur in the ano-genital area
500 ng/ kg bw/ d: maternal toxicity: two femal es died and
three females were killed in a noribund condition (nor-
tality rate = 17.2 %; fetotoxicity: mean fetal weight sta-
tistically lower than control, increase in the incidence
of fetuses with unossified sternebral elenents (suggestive
of a retardation in ossification)
(1) wvalid without restriction
Gui del i ne st udy
Critical study for SIDS endpoint

(50)



- 37/ 46 -

Dat e: 28- SEP-2001
5. Toxicity ID: 91-66-7
Speci es: r at Sex: fenmale
Strain: ot her: CD (Sprague- Daw ey derived)
Route of adm n.: gavage

Exposure peri od:
Frequency of

treat ment:
Dur ati on of test:
Doses:
Control Group:
Met hod:

Year:

Test substance:
Remar k:

Resul t:

Reliability:
17- AUG 2001

5.10 O her

Type:
Remar k:

07- MAY- 1993

Rel evant

days 6-15 of gestation

daily
sacrifice of all surviving femal es on day 20 of gestation
100, 250, 500, 750, 1000, 1500 or 2000 ng/kg bwd
yes, concurrent vehicle
EPA OTS 798. 4900

GLP: no data
other TS: N, N-diethylaniline; 98.4 % active ingredient
five femal es/group were used
type: range-finding study
all dose groups: no externa
fetuses
100, 250 or 500 ng/ kg bw d: maternal data: no nortality;
reduced body wei ght gain during the day 6-15 treatnent
peri od; decrease in food consunption during the day 6-
10 interval of the treatnent period
250 and 500 ng/ kg bw d: maternal effects:
fur in the anogenital area
500 and 750 ng/ kg bw/ d: nmean feta
than contro
750 ng/ kg bw/ d: three females were killed in a noribund
condition after one to three days of treatnment; only one
femal e survived to day 20 sacrifice
1000 ng/ kg bw d: all five femal es were sacrificed in a
nori bund condition on day 7 of gestation; maternal toxi-
city: ataxia, |abored/shallow breathing, prostrate pos-
ture, cooler body tenperature
1500 and 2000 nmg/ kg bw/ d: the first two females in each
group died or were killed in a noribund condition on day
7 of gestation following a single treatnent day; due to
this nortality, the dose groups were term nated
(2) wvalid with restrictions

mal f ormati ons were seen in

stai ning of the

body wei ght data | ower

I nformati on

Bi ochemical or cellular interactions

in vitro assay: N, N-diethylaniline revealed no inhibitory
ef fect on nmouse cytosolic al dehyde dehydrogenase activity;
test system L1210/ CPA cells (= murine | eukem a cell lines
resi stant to cycl ophosphani de)

(51)

(52)



Type:
Remar k:

16- APR- 1993

5. Toxicity

Met abol i sm
dogs received a single intravenous injection of 108 ng/ kg
bw of N, N-di et hyl aniline hydrochloride; 2 hours after the
application the N, N-di ethylaniline-N-oxide concentration at-
tained a maxi mum of ca. 5.5 ug N-oxide/m blood (no further
dat a)

(53)

- 38/46 -
Dat e: 28- SEP-2001
ID: 91-66-7

Type:
Remar k:

19- APR- 1993

Type:
Remar k:

19- APR- 1993

Type:
Remar k:

27- APR- 1993

Type:
Remar k:

05- MAY- 1993

Type:
Remar k:

21- APR- 1993

Met abol i sm
in an in vitro assay, the netabolism of N,N-diethylani-
line (concentration: 5 unol) by rabbit liver m crosomal
preparati ons was studied; after 20 mn. incubation, 7.8
% of the initial substrate concentration was nmono- N dene-
thylated (formation of N-ethylaniline), 4.2 % was N-oxi-
dated (formation of N, N-diethylaniline-N-oxide) and 8.6 %
of the initial concentration of N,N-diethylaniline was
nmet abol i zed ot herwi se (unidentified netabolites)
(54)

Met abol i sm
in vitro assays: the oxidative deal kyl ati on of N, N-di et hyl -
aniline by synthetic iron(ll1) porphyrin systens (as a nodel
of cytochrome P-450) was studied; N-ethylaniline was found
to be formed by oxidation of N, N-diethylaniline

(55) (56)

Met abol i sm
in vitro assay: mcrosones from pork |iver honpgenates
were incubated with N, N-diethylaniline (concentration
5.0 umoles/m = ca. 750 ug/m): the N-oxide of N N-di-
ethylaniline was fornmed only when the reaction nedi um
was suppl enented with flavin adeni ne di nucl eoti de (FAD)
(57)

ot her
the effectiveness of various antidotes in the treatnent
of oral intoxication with N, N-diethylaniline was inves-
tigated in male rats; N,N-diethylaniline and the anti-
dotes were given orally by gavage, the adm nistration of
the antidote following imediately the treatnment with
N, N-di et hyl aniline: the adm nistration of cows mlk, cas-
ter oil or liquid paraffin did not affect significantly
the nean survival tinme of the aninmals; the application of
activated charcoal as a 10 % aqueous suspensi on i nduced a
significant prolongation of the nean survival tine

(58) (59) (60) (61) (62) (63)

ot her: acute inhalation risk
rats were exposed to an atnosphere saturated wi th vapours
of N,N-diethylaniline at 20 degrees Centigrade for 8 h;
no signs of toxicity were observable, no deaths occurred;
no pathol ogi cal findings were detectable in the animals
killed after the 14 d-observation period (the test sub-
stance exhibited only little volatility)
(64)



Type:
Remar k:

5. Toxicity

other: acute inhalation toxicity

rats (nunmber of aninals unspecified) were exposed to N, N-
diethylaniline at a concentration of 0.8 ng/l for 6 hours
(whol e- body exposure; test concentration analytically de-
term ned); no signs of toxicity were observable during the
exposure period; during the observation period (14 days) no
deat hs occurred and no significant changes of body weights

- 39/46 -
Dat e: 28- SEP-2001
ID: 91-66-7

16- APR- 2001

Type:
Remar k:

19- APR- 1993

Type:
Remar k:

16- APR- 2001

Type:
Remar k:

26- APR- 1993

Type:
Remar k:

wer e det ect abl e
(39)

ot her: haenotoxicity
dogs were injected i.v. with 108 ng/ kg bw of N, N-diethyl -
ani |l ine hydrochloride (single adm nistration); ca. 3 hours
after application, the nethaenogl obin concentration attained
a mexi mum of ca. 40 % of the total blood pignment; in an ad-
ditional experinment, N, N-diethylaniline-N oxide was found
to display only mininml nethaenogl obin-formng activity;
thus the authors conclude that N, N-di ethylaniline-N oxide
can be ruled out almost conpletely as the factor in the net-
haenogl obin formation follow ng the injection of N, N-di-
ethyl aniline; the authors suppose that another netabolite of
N, N-di et hyl aniline, nanely p-diethyl am nophenol, plays an
i mportant role in the methaenogl obin fornmation foll owi ng the
absorption of N, N-diethylaniline (this assunption has not
yet been experinentally verified)

(53)

ot her: haenotoxicity
after administration of |ethal doses of N, N-diethylaniline
to cats, nethaenogl obin was detectable in blood sanples (no
further data)
(40)

ot her: haenotoxicity

cats (1 male, 1 female) received a single oral adnminis-

tration of 50 ul/kg bw (= ca. 47 ng/ kg bw) of N, N-di-

et hyl aniline; cyanosis was detectable and 4 h after ap-

plication the maxi mal met haenogl obin | evel of blood was

found to be 77.8 % after 48 hours the nethaenogl obin

| evel s had returned to normal; the follow ng further signs

of toxicity were observed: abdom nal position, apathy,

vomiting, salivation (the effects had di sappeared after

1 day); in this study, the methaenogl obi naenmic activity

of N, N-diethylaniline was conparable to that of aniline
(65)

ot her: haenotoxicity

after a single i.p. admnistration of 0.5 mMkg bw (= 75
ng/ kg bw) of N, N-diethylaniline to m ce, nethaenogl obin
formati on was induced; a maxi mum concentration of ca. 15

% met haenogl obi n was reached 10 nmin. after application

24 hours after the administration the concentration of met-
haenmogl obi n was conparable to control values; a significant
sul phhaenogl obi n formati on was not observable at any tine



16- APR- 2001

5. Toxicity

(43)

- 40/ 46 -
Date: 28- SEP- 2001
ID: 91-66-7

Type:
Remar k:

16- APR- 2001
Type:
Remar k:

16- APR- 2001

5.11 Experience wi

Remar k:

16- APR- 2001

N, N-di et hyl aniline was admini stered to rats orally (do-
ses: 180 - 2100 ng/kg bw) or i.p. (doses: 280 - 2100 ng/

kg bw) or percutaneously (doses: 7100 - 16000 ng/ kg bw)
(single adm nistrations; 1 aninml/dose used); the | owest

| ethal dose was found to be 620 ng/ kg bw given orally and
420 ng/ kg bw given i.p.; even the highest dose given per-
cut aneously (16000 ng/ kg bw) did not induce deaths (the au-
thors suppose that in the case of percutaneous application
the relatively volatile test substance was not conpletely
absorbed); the followi ng signs of toxicity were observable
in the experinents: cyanosis, clonic spasnms, uraem a; at

hi gher doses: unconsci ousness, |ateral position, small en-
| argenment of the liver; histological findings (at higher
doses): degeneration and necrosis of the renal tubular epi-
thelium granul ar degeneration of the liver cells

(35)
N, N-di ethyl aniline given orally to rats (single adninis-
tration) reveal ed al nnst no net haenmpgl obi naem ¢ activity,
in conparison with aniline (no further data)

(66)

th Human Exposure

Due to the considered adequacy of the engineering controls,
routi ne atnmospheric nmonitoring sufficient to result in
statistically significant statenents on exposure control has
not been carried out. Raised nethaenogl obin | evels have not
been observed in personnel operating the plant, thus the
confidence in the controls in place has been confirned by
the | ack of observed effects.
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Exi sting Chemi cal
CAS No.

El NECS Nane

El NECS No.

TSCA Nane

Mol ecul ar Wei ght
Mol ecul ar Formul a

Substance I D: 62-53-3
62-53-3

ani line

200-539-3
Benzeneani ne

93. 13

C6H7N

2. Physico-chenical Data

2.1 Melting Point

Val ue:
Ref er ence

2.2 Boiling Point

Val ue:
Reliability:
Fl ag:
Ref er ence

2.3 Density

Type:

Val ue:
Reliability:
Fl ag:

Ref erence

-6.2°C
BASF AG, Sicherheitsdatenblatt Anilin (04.01.1994)

184.0°C

(1) wvalid without restriction

robust summary

BASF AG, Sicherheitsdatenblatt Anilin (04.01.1994)

relative density

1. 0213 at 20°C

(1) wvalid without restriction

robust summary

BASF AG, Sicherheitsdatenblatt Anilin (04.01.1994)

2.4 Vapour Pressure

Val ue:
Tenper at ur e:
Met hod:

GLP:
Remar ks:
Ref er ence

0.49 mm
25°C
calcul ated[ ]; measured [X]

Yes[ ] No[ ] ?0 1]

Danner, R. P., Physical and Thernodynam c Properties
of Pure Chemicals, Design Inst. Phys. Prop. Data.
Amer. Inst. Chem Eng. NY; NY: Hem sphere Pub. Corp
Vol . 4 (1989); Daubert, T.E. and Danner, R P.

(1985), in EPISU TE v. 3.10, physical properties of
ani |l i ne.



2.5 Partition Coefficient

| og Pow:. 0.91
Met hod:
Year :
Ref er ence: BASF AG, Sicherheitsdatenblatt Anilin (04.01.1994)

2.6.1 Water Solubility

Val ue: 36 g/l at 20°C
pH: 8.8 at 36 g/l and 20°C
Ref er ence: BASF AG, Sicherheitsdatenblatt Anilin (04.01.1994)
3.1.1 Phot odegradati on
Type: Air
| NDI RECT PHOTOLYSI S

Sensitizer: H

Rat e constant: .00000000011 cnB/(mol ecule * sec)
Met hod Measur ed

Year : GLP: no

Test Subst ance:
Remar k: Concentration of sensitizer: about 10el10 nol ecul e/ cnB

Tropospheric half-lifetime 3.5 h calculated fromthe
measur ed degradati on constant, assumng a
tropospheric OH radical concentration of 5 x 10e5
radi cal s/ m

Test condition: Absol ute rate technique, OH radicals are nonitored as
a function of time after the pulsed flash | anp by
resonance fluorescense detection system (RF)

Ref er ence: Wtte, F. et al, J. Phys. Chem 90, 3251-3259 (1986).
Type: Air
| NDI RECT PHOTOLYSI S

Sensiti zer: H

Rat e constant: .000000000118 cnB/ (nol ecul e * sec)
Met hod Measur ed

Year : GLP: no
Test Subst ance:
Remar k: Concentration of sensitizer: 10ell - 10el3

nol ecul e/ cnB
Tropospheric half-lifetime 3.26 h calculated fromthe
measur ed degradati on constant, assumng a
tropospheric OH radical concentration of 5 x 10e5
radi cal s/ m

Test condition: Absol ute rate technique, OH radicals are nonitored as
a function of time after the pulsed flash | anp by
resonance fluorescense detection system (RF)

Ref er ence: At ki nson, R, Chem Rev. 85, 69-201 (1985).

3.1.2 Stability in Water

Type: Abiotic (hydrolysis) [x ]; biotic (sediment) [ ]
Degradati on: 11.3+9. 9% at pH approx. 6.0 at 30°C after 48 hours.
Met hod: Schultz, T.W et al, Bull. Environ. Toxicol. Chem

42, 192-198 (1989); Yoshioka, Y. et al, Sci. Tota
Environ. 43, 149-157 (1985).



GLP:
Remar ks:
Ref erence

3.5 Bi odegradati on

Type:

| nocul um
Concentration
Degr adati on:
Met hod:

Year :

Test substance:
Ref erence

Type:

| nocul um
Concentration:
Degr adat i on:

Met hod:

Year:

Test substance:
Ref er ence

Yes[ ] No[ x] ?l 1]

Concentration tested was 71 ng/L.

Arnold, L.M et al, Chenosphere 21 (1-2), 183-191
(1990) .

aerobi c
BASF- acti vat ed sl udge
596 ng/l related to DOC (Di ssol ved Organic Carbon)
97 % after 5 days
Modi fi ed OECD Screeni ng Test
GLP: no
no data
BASF AG, Ecol ogy Laboratory, unpublished research
Bi oti c Degradation: Modified OECD Screeni ng Test of
6/ 5/ 81.

aerobi c
BASF- acti vat ed sl udge
100 nmg/l related to DOC (Di ssol ved Organic Carbon)
92 % after 6 days
91% after 3 days
39% after 1 day
15% after 3 hours
St andard experinmental nethod
1980 GLP: no
no data
BASF AG, Ecol ogy Laboratory, unpublished research:
Bi oti c Degradation: Standard experinental nethod of
5/ 6/ 80.

3.7 Bioaccumrul ati on

Speci es:
Exposure peri od:
Concentration
BCF:

GLP:

Remar k:

Ref erence

Speci es:
Exposure peri od:
Concentration
BCF:

GLP:

Ref erence

4.0 Ecotoxicity

Brachydanio rerio (fish, fresh water); static

24 hours

2 pg/l

2.6 + 0.27

No data

Upt ake constant was 11.1 + 3.2/ h. Aniline
concentrations were neasured via HPLC.

Zok, S., Sci. Total Environ. 109/110, 411-421 (1991).

Sel enast rum capri cornutum ( Al gae)

24 hours

0.36 nmg/l and 2 ng/l

91

No data

Hardy, J.T. et al., Environ. Toxicol. Chem 4, 29-35
(1985).

4.2 Acute Toxicity to Aquatic |nvertebrates

Speci es:
Exposure peri od:

Daphni a magna (Crustacea)
48 hour (s)



Uni t:
EC50:
Met hod:

Year :
Test substance:
Test condition:
Ref erence

Speci es:

Exposure peri od:

Unit:
ECO:
EC50:
EC100:
Met hod:

Year :
Test substance:
Ref erence

ng/ | Anal yti cal
. 25
Fl ow-t hr ough

noni tori ng:

GLP: no data
17.2 degrees Centigrade; pH 7.4

Hol conbe, G W et al., Arch. Environ.
Toxicol. 16, 697-710 (1987).

Cont am

Daphni a magna
48 hour (s)

nmg/ | Anal yti cal
.01

.3

1.2

Daphni a Short Term Test, DI N 38412 Part 11

Determ nation of the Effect of Substances in Water on
Crust acea

(Crust acea)

noni tori ng:

GLP: no
Kuehn, R et al., Research report: Harnful effects
of environmental chem cals in the Daphnia
Reproduction Test as a basis for the verification of
envi ronnental hazards in aquatic systens (UFOPLAN Nr.
1063052). Berlin (1988).

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
Met hod:
Year:
Test substance:
Ref er ence

Speci es:
Endpoi nt :

Exposure peri od:

Uni t:
EC50:
Met hod:
Year :
Test substance:
Ref er ence

5. Toxicity

Chl orell a pyrenoi dosa
gromh rate

72 hours

ng/ | Anal yti cal
94-175

OECD Gui de-1line 201
1984
purity:
Ranos,
(1999).

(Al gae)

nonitoring: yes

Growth Inhibition Test"
GLP: no data

Dar mst adt, Ger many)

Aquatic Toxicol ogy 46,

"Al gae,

99. 5% ( Mer ck,

E.U et al, 1-10

Sel enastrum capri cornutum (Al gae)

growh rate

96 hours

ng/ | Anal yti cal
19

EPA al gal
1971

noni t ori ng:

growth inhibition test
GLP: no
Cal amari, D. et

al ., Chem sphere 9, 753-762 (1980).

5.4 Repeated Dose Toxicity

Speci es:
Strain:

rat Sex: mal e

Fi scher 344



Rout e of admin.:
Exposure peri od:
Frequency of

treat nent:
Post. obs.
peri od:
Dose:
Control Group:
Met hod:
Year:

Test substance:

110 ng/ kg body wei ght

oral gavage; no vehicle
5, 10, or 20 Days

daily

none

per day

yes; sham dosed

Described in the publication

GLP:

99. 9% purity (MCB Chemi cal s)

no data

Resul t: Deat hs, decreased body wei ghts(5 days) and increased
spl een wei ghts; transient cyanosis after dosing;
rough hair coat; splenic congestion, increased
hemat opoi esi s and henosi derosis, and bone narrow

hyper pl asi a.

Comment s: Bl ood changes were consistent with enhanced
erythrocyte destruction.

Ref er ence: Short, C. R et al, Fundam Appl. Toxicol. 3, 285-292
(1983).

Speci es: rat Sex: male

Strain: no data

Route of admin.: inhalation

Exposure period: 2 weeks

Frequency of

treat ment: 3, 6, or 12 hr/day, 5 days/week
Post. obs.
peri od: 14 days

Doses: 0, 10, 30, or 90 ppm

Control G oup: yes

NOAEL : 10 ppm

Test substance:

Resul t: At > 30 ppm concentration dependent effects, splenic
congestion, henmolysis, increased MCV, MCHb and
nmet henmogl obi n val ues; met henogl obi n val ues were
normal within 14 days after exposure, and spl een
val ues were nearly normal.

Comment s: Concentration, not time, was the primary detern nant
to use in setting exposure linmts

Ref er ence: Burgess, B.A. et al., The Toxicologist 4, p. 64 [A]
(1984).

5.5 Cenetic Toxicity "in Vitro

Type: Cytogeneti c assay
Syst em of

testing: Chi nese hanmster lung (CHL) fibroblast cells
Concentrati on: 1000 ug/ m
Met abol i c

activation: with and wi t hout
Resul t: positive with activation at 1000 ug/m and hi gher
Met hod: Ishidate Jr., M (Ed.) (1987) Chronosonal Aberration
Test in Vitro, L.I1.C., Inc., Tokyo.
Year : GLP: no data

Test substance:



Ref er ence: I shidate,Jr., M, et al., (1988): Mutat. Res. 195

151-213.
Type: Cytogeneti c assay
Syst em of
testing: Chi nese hanmster (v79) cells
Concentrati on:
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod:
Year : GLP: no data
Test substance:
Ref er ence: M | tenburger, H G, Test report of study LMP 102.
Laboratory for nutagenicity testing, Technica
Uni versity Darnstadt (1986); on behalf of BG Cheni e,
Hei del berg.
Type: Cytogeneti c assay
Syst em of
testing: Chi nese hanster ovary (CHO cells
Concentrati on: 160 to 1600 ug/ mM wi thout activation; 500 to 5000
ug/m with activation
Met abol i c
activation: with and wi t hout
Resul t: weak positive with activation at 5000 ug/m only
Met hod: Gal | oway et al (1985)
Year : GLP: no data
Test substance: obtai ned from NTP chem cal repository
Ref er ence: Gal l oway, S.M et al, Environ. M. Mitagen. 10
(Suppl. 10), 1-175 (1987).
Type: Cell transformation
Syst em of
testing: Bal b/ 3T3
Concentration: 0.8, 4, 20, and 100 ug/m
Met abol i c
activation: none
Resul t: positive
Met hod: Kakunaga, T., Int. J. Cancer 12, 463-473 (1973).
Year : GLP: no data
Test substance: supplied by the NCI Chem cal Repository
Ref er ence: Dunkel, V.C. et al, J. Nat. Cancer Inst. 67(6), 1303-
1315 (1981).
Type: Cell transformation
Syst em of
testing: SHE
Concentration: 0.05, 0.50, and 5.0 ug/m
Met abol i c
activation: none
Resul t: negative
Met hod: Freeman, A . E. et al, J. Nat. Cancer Inst.51, 799-808

(1973); Pienta, R J. et al, in: N eburgs HE, et al
eds., Cancer Prevention and Detection. Part 1. Vol 2



Year :
Test substance:
Ref er ence

5.6 Genetic Toxici

Type:
Speci es:
Strain:

Rout e of adm n.:
Exposure period:

Doses:
Met hod:
Year :
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Doses:
Met hod:
Year :
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:

Rout e of adm n.:
Exposure period:

Doses:
Met hod:
Year:
Test substance:
Resul t:
Ref erence

Type:
Speci es:
Strain:

Rout e of admnin.:
Exposure peri od:

New York: Marcel Dekker, 1978:1993-2011; Di Paol o,
J.A. et al, Cancer Res. 31, 1118-1127 (1971).
GLP: no data
supplied by the NCI Chenical Repository
Dunkel, V.C. et al, J. Nat. Cancer Inst. 67(6), 1303-
1315 (1981).
ty "in Vivo'
Cytogeneti c assay
nouse Sex: male and femal e

SJL Swiss
i ntraperitonea

single admnistration; animals killed after 24 hr

0, 5, 50, 100, and 200 ng/ kg bw
no data; nethod described in publication
GLP: no data
Purified by recrystallization or distillation
positive
Sicardi, S.M, et al., J. Pharm Sci. 80(8), 761-764
(1991).
Cytogeneti c assay
nouse Sex: mal e
CRH
ora
single administration; animals killed after 24 and 48
hr
0, 400, 500, and 1000 ng/ kg bw
gi ven in publication
GLP: no data
hydrochl oride salt, purity >99%

positive at 1000 ny/ kg
West nor el and, C. and Gat ehouse,
12(6), 1057-1059 (1991).

D. G, Carcinogenesis

Cytogeneti c assay
r at Sex:
PVG

oral gavage

single admnistration;animals killed after 24 and 48
hr

0, 215, 287, 400,

mal e

and 500 ng/ kg body wei ght

Schmd, W, Mitat. Res. 31, 9-15 (1975).
GLP: no data
hydrochl ori de salt
Positive
George, E. et al.,Carcinogenesis 11(9), 1551-1555
(1990) .
Cytogeneti c assay
nouse Sex: nal e
CBA

i ntraperitonea
two injections 24 hr apart;
and 48 hr

animals killed after 24



Doses: experinment 1: 0,100, 200, 250, and 300 ng/ kg body

wei ght
Experiment 2: 0, 237.5, and 380 ng/ kg body wei ght

Met hod: Schmd, W, Mitat. Res. 31, 9-15 (1975).

Year : GLP: no data

Test substance: Anal aR grade material used; redistilled

Resul t: Posi tive

Ref er ence: Ashby, J., et al., Mitat. Res. 263, 115-117 (1991).

Type: Dom nant |ethal assay

Speci es: r at

Strain: Al pk: Apf SD (W st ar - deri ved)

Route of admin.: intraperitonea

Exposure period: 5 consecutive days

Doses: 0, 75, 150, 200 ng/ kg body wei ght

Resul t: No evidence of a domi nant |ethal effect

Met hod: CECD Gui deline 478 “Genetic Toxicol ogy: Rodent
Dom nant Lethal Test”

Year : 1998 GLPL yes

Test substance: purity 99.9%

Remar k: met hyl met hane sul phonate (MVS) used as positive
control was clearly positive

Ref er ence: M I burn, G M Central Toxicol ogy Laboratory report

no. CTL/P/5404: Aniline: Dom nant Lethal Study in
the Rat, 4/17/98 (at the request of the Aniline
Association Inc.)

5.7 Carcinogenicity

Speci es: r at Sex: male and fenmal e
Strain: F344
Route of admin.: oral feed

Exposure period: 104 weeks
Frequency of

Tr eat ment : daily
Post. Qbs.
Peri od: none
Doses: 0, 10, 30, or 100 ng/ kg body wei ght
Control Group: yes
Met hod:
Year : GLP:
Test substance: hydrochl ori de salt
Resul t: Decreased nean hematocrit, henogl obin, and

erythrocytes in md- and high-dose mal es and hi gh-
dose fenmal es. Increased absolute/relative spleen
wei ghts in md- and high-dose males and fenal es.
Stromal hyperplasia and fibrosis of the splenic red
pul p in high-dose nelas and, to a | esser degree, in
femal es. Chronic capsulitis in high-dose animals.
I ncreased incidence of primary splenic sarconmas
principally in high dose males (males: 0, 0, 1.3, and
37.8% females: 0, 0, 0, and 1.3%.

Ref er ence: Anon., 104-Wek chronic toxicity study in rats,
ani line hydrochloride. CIIT, Research Triangle Park,
USA (1982); Bus, J.S., and Popp, J.A, Fd. Chem
Toxi col . 25(8), 619-626 (1987).



Speci es:

Strain:

Rout e of admn.:
Exposure peri od:
Frequency of

Tr eat nent :
Post. Qbs.

Peri od:
Doses:
Control Group:
Met hod:

Year :

Test substance:
Resul t:

Ref er ence

Speci es:

Strain:

Rout e of adm n.:
Exposure period:
Frequency of

Tr eat nent :
Post. Qbs.

Peri od:
Doses:
Control Group:
Met hod:

Year :

Test substance:
Resul t:

Ref erence

5.9 Devel opnent a

Speci es:

Strain:

Rout e of admin.:
Exposure peri od:

r at Sex: male and fenmmal e
F344
oral feed

103 weeks
daily

| ow dose 4 weeks; control 7 weeks
0, 3000, or

yes

hi gh dose 5 weeks;
6000 ppmin diet

GLP:
hydrochl ori de salt
17/ 25, 34/50 and 27/50 mal es and 16/25, 44/50 and
41/ 50 femal es survived on test until the end of the
study. Slight nmean body wei ght depression in treated
femal es and hi gh-dose nmal es. |ncreased incidence of
spl eni ¢ or abdom nal fibrosarcomas and sarcomas. The
i nci dence of conbi ned sarcomas and fi brosarcoms was
0/ 25, 5/50 and 18/48 in nales and 0/ 24, 1/50 and 7/50

in femal es. Splenic hemangi osarconmas were
significantly increased in males (0/25, 19/50 and
21/ 48).

Anon., Bioassay of aniline hydrochloride for possible
carcinogenicity, CAS No. 142-04-1, technical report
series no. 130 (NTIS PB-287539). Nat. Cancer Inst.,
Bet hesda, 67 p. (1978).

nouse Sex: male and fenale
B6C3F1

oral feed

103 weeks

daily

| ow and hi gh dose 4 weeks; control 6 weeks
0, 6000, or 12000 ppmin diet

yes

GLP:
hydrochl ori de salt
33/50, 43/50, and 41/50 mal es and 30/50, 37/50, and
41/ 49 femal es survived on test until the end of the
study. Mean body wei ght depression in dosed nal es.
No increased incidence of tunpbrs was observed in

mal es or femal es when conpared with control animals.
Anon., Bioassay of aniline hydrochloride for possible
carcinogenicity, CAS No. 142-04-1, technical report
series no. 130 (NTIS PB-287539). Nat. Cancer Inst.,
Bet hesda, 67 p. (1978).

Toxi city/ Teratogenicity

rat Sex: female

F344

oral gavage

days 7-20 of gestation



Frequency of
treat nent:
Doses:
Cont r ol
Met hod:
Year :
Test substance:
Remar k:
Resul t:

G oup:

Ref erence

Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Post - exposure
obs. period:

Frequency of

once per day
0, 10, 30, or
yes

given in publication

100 mg/ kg body wei ght

GLP: yes
hydrochl ori de salt; Eastmn Kodak Co.
m ni mrum of 20 rats/dose group.
dams: >10 ng/ kg: dose-dependent increase in relative
spl een wei ghts
danms: 100 ng/ kg: significant increases in
met henogl obi n and hemat opoi etic activity

fetuses: 100 ng/kg: increased relative |liver weights
and hematopoietic activity

Price, C.J. et al, Toxicol. Appl. Pharnmacol. 465-478
(1985).

rat Sex: fenmale

F344

oral gavage
gestation day 7 through parturition

Pup devel opnent was followed frombirth to postnatal
day 60

treat ment: once per day
Doses: 0, 10, 30, or 100 ng/ kg body wei ght
Control Group: yes
Met hod: gi ven in publication
Year : GLP: yes
Test substance: hydrochl ori de salt; Eastnman Kodak Co.
Remar k: 15-16 litters/treatnent group
Resul t: dans (killed on postnatal day 30): 100 ng/kg:
significant increase in relative spleen weights,
nmet henogl obin, and red bl ood cell size
fetuses: >10 ny/kg: dose-related increase in
post nat al deat hs
fetuses: < 30 ng/kg: increased relative |iver
wei ght s
fetuses: 100 ng/kg: significant increase in red blood cell size;
reduced body weights
Ref er ence: Price, C.J. et al, Toxicol. Appl. Pharnmacol. 465-478
(1985).
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Exi sting Chemi cal ID: 121-69-7

CAS No. 121-69-7

El NECS Nane N, N- di met hyl ani | i ne

El NECS No. 204-493-5

TSCA Nane Benzenam ne, N, N-di net hyl -

Mol ecul ar Fornul a C8H11N

2. Physico-chenical Data ID: 121-69-7

2.1 Melting Point

Val ue: 2.4 degree C
Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24 (1999).

2.2 Boiling Point

Val ue: = 194.1 degree C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24 (1999).
2.3 Density

Type: density

Val ue: = . 9557 g/cnB8 at 20 degree C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24 (1999).

2.4 Vapour Pressure

Val ue: = 0.70 nm at 25 degree C

Ref er ence: Danner, R P., Physical and Thernodynami ¢ Properties of Pure
Chenicals, Design Inst. Phys. Prop. Data. Amer. Inst. Chem
Eng. NY; NY: Hem sphere Pub. Corp. Vol. 4 (1989).

2.5 Partition Coefficient

| og Pow:. = 2.28
Met hod: ot her (cal culated): Inkrenmentennethode von Rekker mit
Comput er programm der Firma ConpuDrug Ltd.
Year :
Ref er ence: BASF AG, Labor fuer Umneltanal ytik; unveroeffentlichte



Unt er suchung (09. 01. 1989)

2. Physico-chem cal Data ID: 121-69-7

2.6.1 Water Solubility

Val ue: = 1.2 g/l at 20 degree C
pH: 7.4 at 1.2 g/l and 20 degree C
Ref er ence: BASF AG, Sicherheitsdatenblatt N, N-Di nethylanilin

(06. 01. 1994)

3. Environnmental Fate and Pat hways ID: 121-69-7

3.1.1 Phot odegradati on

Type: air
I NDI RECT PHOTOLYSI S
Sensitizer: a3
Degradati on: = 50 % after 1.2 day
Met hod:
Year : GLP:
Test substance: Purity 99%
Renar k: Concentration of Sensitizer: 7.2X10°' nol ecul es/ cn?
Rate Constant: 9.1X10°'® cn¥/ nol ecul eXsec
Test condition: Reaction vessel; tenperature 296 K; reaction products:

Hydr ogen peroxide, form c acid, formal dehyde,
N- met hyl formani | i de

Ref er ence: Atkinson, R et al., Environ. Sci. & Technol.?21, 64-72
(1987)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: OH
Conc. of sens.: 500000 nol ecul e/ cn?
Degr adati on: = 50 % after 2.6 hours
Met hod:
Year : GLP:
Test substance: Purity 99%
Renmar k: Rate Constant: 1.48X10'° cn¥ nol ecul eXsec
Test condition: Fl ash photol ysis; fluorescent resonance; tenperature range
278-464 K
Ref er ence: At ki nson,R. et al., Environ. Sci. & Technol.?21, 64-72
(1987)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: OH
Conc. of sens.: 3000000 nol ecul e/ cnB
Met hod:
Year : GLP:
Test substance:
Remar k: At mospheric transformation: lifetinme less than 1 day
Ref er ence: Kelly, T.J. et al., Environ. Sci. Technol .28, 378-387, (1994)
Type: air

| NDI RECT PHOTOLYSI S
Sensitizer: HNO3 ( Gasphase)
Degr adati on: = 50 % after 1.6 day



Met hod:

Year: GP:
Test substance: Purity 99%
Remar k: Concentration of Sensitizer: 2.6 ug/n?®
Rate Constant: >2X10! cn¥ nol ecul eXsec
Test condition: Reacti on vesse
Ref er ence: At kinson,R. et al., Environ. Sci. & Technol.?21. 64-72
(1987.)
Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: HNO3 ( Gasphase)
Degradati on: = 50 % after 1.6 day
Met hod:
Year : GLP:
Test substance: Purity 99%
Remar k: Concentration of Sensitizer: 2.6 ug/n®
Rate Constant: >2X107* cmt3/nol ecul eXsec
Test condition: Reacti on vesse
Ref er ence: At ki nson,R. et al., Environ. Sci. & Technol.21. 64-72
(1987.)
Type: wat er
| NDI RECT PHOTOLYSI S
Sensitizer: OH
Degr adati on: = 50 % after 15 day
Met hod:
Year : GLP:
Test substance:
Remar k: Concentration of Sensitizer: 101 nol /|

Rat e Constant: 5.3X10° cn/ nol ecul eXsec
Test condition: 25° C, pH 9
Ref er ence: Anbar, M et al., J. Phys. Chem 70, 2660-2662, (1966)

3.5 Bi odegradati on

Type: aer obi c
I nocul um bacteria: BASF activated sludge, adapted
Concentration: 95.5 ng/l related to test substance
Degr adati on: = 75 % after 28 day
Met hod: Directive 84/ 449/EEC, C. 7 "Biotic degradation - nodified MTI
test”
Year : GLP:
Test substance:
Remar k: Degree of bi odegradati on based on the BSB/ THSB rati o

Bi ol ogi cal degradati on processes are possible.
Potentially biologically degradable

Ref er ence: BASF AG, Ecol ogy Laboratory; unpublished research, (1991)

Type: aer obi c

I nocul um bacteria: activated sludge, not adapted/ nunici pal

Degr adati on: < 10 % after 28 day

Met hod: Directive 84/ 449/ EEC, C.7 "Biotic degradation - nodified MTI
test”

Year : GLP:

Test substance:

Remar k: Initial concentration: 50/100/200 ng/l (test substance)
BSB of CSB

Ref er ence: BASF AG, Ecol ogy Laboratory; unpublished research, (1985)

Type: aer obi c

I nocul um activated sludge



Degr adati on:
Resul t:
Met hod:

Year :
Test substance:
Ref erence

Type:

| nocul um
Concentrati on:
Degr adati on:
Met hod:

Year:
Test substance:
Remar k:
Ref erence

Type:

| nocul um
Concentration:
Degradati on:
Met hod:

Year :
Test substance:
Remar k:

Ref erence

Type:
| nocul um
Degr adat i on:
Met hod:
Year :
Test substance:
Remar k:
Ref erence

ca. 65 %after 28 day
readi |y bi odegradabl e
OECD Guide-line 301 C
Test (I)"

1983

"Ready Biodegradability: Mdified MTI
GLP: yes
Zeneca, Hedset for EUCLID

aerobi c
activated sludge
100 ng/l related to Test substance
= 95 % after 28 day
OECD Guide-line 301 C
Test (I)"

1983

"Ready Biodegradability: Mdified MTI
GLP: yes

95% bi oel i m nati on (DOC renpval)
Zeneca, Hedset for EUCLID

aer obi c

bacteria: activated sludge, adapted/industria
400 ng/ |

= 100 % after 6 days
OECD Gui de-line 302 B
Zahn-Wel | ens Test™

"I nherent bi odegradability: Mdified
GLP:

Initial concentration based on TOC

Results point to evaporation and adsorption as

el i mi nati on nechani sns.

Evi dence of biol ogical degradati on processes are not given.
The concentration lies in the range of inhibition of the
respiratory activity of activated sl udge.

BASF AG, Ecol ogy Laboratory; unpublished research, (1986)

aer obi c
bacteria: adapted inocul um
= 22 after 5 day
BSB- Test (BSB to THSB)
GLP:

In addition BSB5 to THSB = 0% no information on inocul um
Niem ,GJ. et al., Environ. Toxicol. Chem 6, 515-527, (1987)

3.7 Bioaccunul ati on

Speci es:

Exposure period:

Concentration:
BCF:
El i m nati on:
Met hod:

Year :
Test substance:
Remar k:

Ref er ence

Car assi us aur at us
48 hours

808 ny/ |

= 6.8

(Fish, fresh water)

GLP:

The tested concentrations of 80/90/100/200/300 ny/l

Were ranged over the LC50 value of Fischart.

The DMA content in fish did not go up proportionally with the
concentration in water, but renained constant, once the
animals were torpid. Not until after death did the
concentration in the fish change.

QOgawa, S. et al., Eisei Kagaku 29, 286-291, (1983)



Speci es: Cyprinus carpio (Fish, fresh water)
Exposure period: 42 day at 25 degree C

Concentration: .05 ny/l
BCF: ca. 4.7 - 10.1
El i m nati on:
Met hod: CECD Guide-line 305 C "Bioaccurul ation: Test for the Degree
of Bioconcentration in Fish"
Year : GLP:
Test substance:
Ref er ence: Bi odegradati on and Bi oaccunul ati on Data of Existing

Chemical s Based on the CSCL Japan, edited by Chemicals

I nspection & Testing Institute Japan, published by Japan
Cheni cal | ndustry Ecol ogy-Toxicol ogy & Information Center
Oct ober 1992

Speci es: Cyprinus carpio (Fish, fresh water)
Exposure period: 42 day at 25 degree C
Concentrati on: .5 nog/|
BCF: ca. 5.4 - 13.6
El i m nati on:
Met hod: CECD Guide-line 305 C "Bioaccunul ation: Test for the Degree
of Bioconcentration in Fish"
Year : GLP:
Test substance:
Ref er ence: Bi odegradati on and Bi oaccunul ati on Data of Existing

Cheni cal s Based on the CSCL Japan, edited by Chemicals

I nspection & Testing Institute Japan, published by Japan
Chemi cal I ndustry Ecol ogy-Toxi cology & Information Center,
Oct ober 1992

Speci es: Cyprinus carpio (Fish, fresh water)
Exposure period: 48 hour(s)
Concentrati on: 80 no/ |
BCF: = 8.7
El i mi nati on:
Met hod:
Year : GLP:
Test substance:
Remar k: The tested concentrations of 80/90/100/200/300 ny/l

were ranged over the LC50 value of Fischart.
The DMA content in fish did not go up proportionally with the
concentration in water, but renmined constant once the
animals were torpid. Not until after death did the
concentration in the fish change.

Ref er ence: Ogawa, S. et al., Eisei Kagaku 29, 286-291, (1983)

4.2 Acute Toxicity to Aquatic |nvertebrates

Type:

Speci es: Daphni a magna (Crustacea)

Exposure period: 48 hour(s)

Unit: ng/ | Anal ytical nonitoring:

ECO: =.8

EC50: =5

EC100: = 20

Met hod: Directive 84/ 449/EEC, C. 2 "Acute toxicity for Daphnia"
Year : GLP:

Test substance:

Test condition: Tested with 100 ng/l Tween 80 as a sol vent.

Ref er ence: BASF AG, Ecol ogy Laboratory; unpublished research, (1020/88)



4.3 Toxicity to Aquatic Plants e.g. Algae

Speci es:
Endpoi nt :
Exposure peri od:
Uni t:
Met hod:

Year:
Test substance:
Remar k:
Ref erence

Speci es:
Endpoi nt :
Exposure peri od:
Unit:

EC10:

EC50:

Met hod:

Year :
Test substance:
Test condition:

Agmenel | um quadrupl i catum (Al gae)

Anal ytical nonitoring:

Growm h inhibition test

GLP:
No toxicity at 1000 ug/di sk.
Batterton,J. et al., Science 199, 1068-1070, (1978)
Scenedesnus subspi catus (Al gae)
96 hour (s)
ng/ | Anal ytical nonitoring:
= 210
= 340
Scenedesnus cell multiplication inhibition, DIN 38412 Level 9,
Determ nation of the inhibitory effect of water sol uble
subst ances on green al gae.

GLP:

Tested with 100 ng/l Tween 80 as sol vent

Ref er ence: BASF AG, Ecol ogy Laboratory; unpublished research, (1020/88)
5.4 Repeated Dose Toxicity
Speci es: r at Sex: nmal e/ fenmal e
Strain: Fi scher 344
Route of adm n.: gavage
Exposure period: 14 days
Frequency of

treat ment: daily
Post. obs.

peri od: no data

Doses: 93.75, 187.5, 375, 750 or 1500 ng/kg/day in corn oil
Control Group: yes, concurrent vehicle
NOAEL: < 93.75 ng/ kg
Met hod: NTP study conparable to guideline study.

Year : GLP: yes

Test substance:
Remar k:

Ref er ence

Speci es:
Strain:

N, N- di met hyl ani | i ne of purity >98%

Five males and 5 fenales were used in each group. Al

ani mal s survived doses of 93.75 to 375 ng/kg; all aninmals,
apart fromone male, died 6 days after a dose of 750 ng/kg
and all animals died at the highest dose after 3 days.
Synptons observed were: cyanosis, |ethargy, slight trenor,
di arrhea, discharge from nose and eyes. Spl enonegaly was
observed in 2 males and 1 fenale dosed with 93.75 ng/kg, in
all animals apart from1 fermale in the 187.5 ng/ kg dose
group, and in all animals in group given 375 ng/kg. One
surviving male rat in the group given 750 ng/ kg al so showed
spl enonegal y. Extranedul | ary haemat opoi esis and

henosi derosis were observed in the spleen of 3 males and 3
femal es given the dose of 375 ny/kg.

NTP, Technical Report No. 360, NI H Publ. No 90-2815, PB
90- 227240, 1989.

rat Sex: male/femal e

Fi scher 344



Route of adm n.: gavage
Exposure period: 13 weeks
Frequency of

treat ment: 5 days/ week

Post. obs.
peri od: no data
Doses: 31.25, 62.5, 125, 250 or 500 ng/kg dissolved in 5 m corn
oi I / kg

Control Group: yes, concurrent vehicle
NOAEL : < 31.25 ngy/ kg
Met hod: NTP study, conparable to guideline study.

Year : GLP: yes
Test substance: N, N- di met hyl ani | i ne of purity >98%
Remar k: Ten mal es and 10 fermal es were used in each group. No

conmpound-rel ated nortality was noted. A significant decrease
in body wei ght gain was observed in nale rats at 250 and 500
ng/ kg. Cyanosis was seen in rats of these two groups.
Animal s with splenonegaly were found in all dose groups.
Bone marrow hyperpl asia and increased hemat opoiesis in the
spl een occured. The severity of these |esions was
dose-rel at ed.

Ref er ence: NTP, Technical Report No. 360, N H Publ. No 90-2815, PB
90- 227240, 1989.

Speci es: nouse Sex: mal e/femal e
Strain: B6C3F1
Route of adm n.: gavage

Exposure period: 15 days
Frequency of

treat ment: daily
Post. obs.

peri od: no data
Doses: 93.75, 187.5, 375, 750 and 1500 ng/kg/day in corn oil
Control Group: yes, concurrent vehicle
NOAEL : = 93.75 nmg/ kg bw
LOAEL : = 187.5 ng/ kg bw
Met hod: NTP study, conparable to OECD gui deline 407.

Year: GLP: yes

Test substance: N, N- di met hyl ani | i ne of purity >98%
Remar k: Five males and 5 fenal es were used in each group, except

that the dose of 187.5 ng/kg/day was given to 4 nal es.
The doses of 93.75, 187.5 and 375 ng/ kg were survived by al
animals. In groups given higher doses (750 and 1500 ng/kg),
all animals died after 12 days and 3 days, respectively.
Synptons observed were: |ethargy, marked salivation and
tremor. Spl enonegaly was observed in 1 nale dosed with
187.5 mg/ kg and in 2 males and 3 fermal es given the dose of
375 ng/ kg. Haemat oma and extranedul | ary haemat opoi esi s or
haenosi derosis were observed in 3 nales and 3 females in
the group given 375 ngy/kg.

Ref er ence: NTP, Techni cal Report No. 360, N H Publ. No 90-2815, PB
90- 227240, 1989.

Speci es: nouse Sex: mal e/femal e
Strain: B6C3F1
Route of admi n.: gavage

Exposure period: 13 weeks
Frequency of

treat ment: 5 days/ week
Post. obs.
peri od: no data

Doses: 31.25, 62.5, 125, 250 or 500 ng/kg in 10 m corn oil/Kkg;



Control Group: yes, concurrent vehicle

NOAEL : = 31. 25 ny/ kg
LOAEL: = 62.5 ng/ kg
Met hod: NTP study, conparable to guideline study.
Year : GLP: yes
Test substance: N, N-di met hyl ani | i ne of purity >98%
Remar k: Ten mal es and 10 fermal es were used in each group. No

substance-rel ated nortality was denmonstrated. The final nean
body wei ght of nale and female mice were within 12% of those
of vehicle controls. Compound-related clinical signs
i ncluded | ethargy and salivation. Splenonegaly was observed
in all dose groups; the severity was dose rel ated, although
reported to be mininmal in 4/10 mice at the 31.25 ng/kg/ day
dose | evel. Extramedul | ary hemat opoi esis and henosi derosis
occured in the spleen of dosed mice. The severity of these
| esi ons was dose-rel ated, although reported to be mld in
1/10 mice at the 31.25 ng/kg/day dose |evel.

Ref er ence: NTP, Techni cal Report No. 360, N H Publ. No 90-2815, PB
90- 227240, 1989.

5.5 CGenetic Toxicity "in Vitro

Type: Chronosoral aberrati ons
Syst em of

testing: Chi nese hanster ovary cells
Concentration: up to 1010 ug/ m
Cyt ot oxi ¢ Conc.
Met abol i c

activation: wi th and without
Resul t: W thout S9 m x: positive in the highest dose only.
Sour ce: BASF AG Ludwi gshafen
Met hod: ot her: no data

Year : GLP: yes

Test substance: N, N- di met hyl ani | i ne of purity >98%
Remar k: NTP st udy.
Ref er ence: Loveday K. S. et al. Envir. M. Mitagen. 13:60-94, 1989

Rosenkranz H. S. et al. Environ. M. Mitagen. 16:149-177,
1990; NTP, Technical Report No. 360, NIH Publ. No 90-2815, PB
90- 227240, 1989;

Type: M cronucl ei induction
Syst em of
testing: Chi nese hanster V79 cells
Concentrati on: up to 0.14 ng/m
Cyt ot oxi ¢ Conc.
Met abol i c
activation: wi t hout
Resul t: Aneugenic effect: weak positive (2.5 tinmes higher than in
the negative control).
Met hod: Bonatti S. et al. Miutagen. 7:111-114

M cronucl ei formation was matched with an i mmunof | uorescent
stai ning for kinetochore protein (CREST-antibodies).

Year : 1992 GLP: no data
Test substance: Purity of 99%
Ref er ence: Tani ngher M et al. Environ. Ml . Mitagen. 21:349-356, 1993

5.7 Carcinogenicity

Speci es: r at Sex: mal e/ femal e
Strain: Fi scher 344
Route of adm n.: gavage



Exposure peri od:

Frequency of

treat nent:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Resul t:

Ref er ence

Speci es:
Strain:

Rout e of admin.:
Exposure peri od:

Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control Group:
Met hod:
Year :

Test substance:
Resul t:

Ref er ence

2 years

5 days/week for 103 weeks
no data

3 or 30 ng/kg/day in corn oi
yes, concurrent vehicle

GLP: no data
N, N-di met hyl ani | i ne of purity >98%
Groups of 50 rats of each sex were used.
of vehicle control and dosed rats were conparabl e throughout
the studies. The survival of rats anobng all respective
groups was sinlar, except for the |lower survival of vehicle
control fermale rats (vehicle control, 21/50; |ow dose
32/ 50; high dose, 36/50). Final survival for male rats were:
29/ 50; 32/50; 28/50, respectively.
Fatty metanmorphosis and fibrosis in the spleen of high dose
mal e rats were increased: 0/49; 1/49; 10/50, and 5/49; 2/49
and 22/50, respectively. SPLEN C HEMOSI DERCSI S and
HEMATOPO ESI S were present at an incidence greater than 85%
in all groups; however, the severity of |esions was greater
in dosed groups than in controls. SACROVAS OF THE SPLEEN
were seen in 3/50 high dose male rats, and an OSTEOSARCOVA
was seen in another high dose male rat. One additional high
dose nale rat had a sarcoma of the thynmus. Splenic sarconas
are uncommmon in corn oil vehicle control male Fisher 344/ N
rats (0.1%,; thus, these neoplasnms were considered to be
chemi cally rel ated.
LOAER | NCl DENCES OF MONONUCLEAR CELL LEUKEM A (which
apparently originates in the spleen) were seen in
experinmental male and fenale rats than in vehicle controls
(mal e: 13/50; 4/50; 3/50, respectively; female: 11/50; 7/50;
0/ 50, respectively).
NTP st udy.
NTP, Technica
90- 227240,

Mean body wei ghts

Report No.
1989.

360, NIH Publ. No 90-2815, PB

nouse Sex: mal e/ femal e
B6C3F1
gavage
2 years
5 days/week for 103 weeks
no data
15 and 30 ng/kg/day in corn oi
yes, concurrent vehicle
NTP
GLP: no data
N, N-di met hyl ani | i ne of purity >98%
Groups of 50 mice of each sex were used. Mean body wei ghts
of vehicle control and experinmental nmice were simlar
t hroughout the study. Final survival was as follows: male
m ce - vehicle control: 34/50; |ow dose: 30/50; high dose:
34/50; female mce - 35/50; 39/50; 33/50.
The incidence of squanpus cell papillomas of the forestomach
in high dose fenale mce was marginally greater than in
vehicle controls (2/50; 2/50; 8/50).
No ot her effects were seen.
NTP st udy.
NTP, Techni cal Report No.

360, NIH Publ. No 90-2815, PB



90- 227240, 1989.

5.9 Devel opnental Toxicity/ Teratogenicity

Speci es: nouse Sex: fenmale
Strain: Ch-1
Route of adm n.: gavage

Exposure period: 8 days
Frequency of
treat nment: 8 consecutive days, Day 7 through Day 14 of gestation (vagi na
pl ug = day 0)
Duration of test: up to postnatal day 3

Doses: 365 ng/ kg/ day

Control Group: yes, concurrent vehicle

Met hod: Chernoff N. and Kavlock R J. In: Short-term bi oassays
in the anal ysis of conplex environnental m xtures, Ed. Waters
et al. New York, Plenum Publishing Co. Vol. I11: 417-427

Year : 1983 GLP: yes
Test substance: N, N- di met hyl ani l i ne; no further data.
Resul ts: Fifty female mce were used. Three fenal es died during the

first 4 days after exposure; this effect was considered
conmpound-rel ated. No significant effect on maternal body
weight or litter weight 3 days postpartum was observed.
Three dans died; there were no deaths in the control group
Seven danms in the NN-di methylaniline group and nine in the
control group were not pregnant. Three dans in the treated
group, but none in the control group, had been fertilized
wi t hout subsequent inplantation. One damin the treated
group had a dead litter which was not delivered by day 23 of
gestation. Treatnent with NN-di methyl aniline had no apparent
effect on time to delivery and on reproducti on outcome which
was 97% The average nunber of |ive pups per litter at birth
was 9 + 3 for the control group and 9 + 3 for the treated
group. The average number of live pups per litter 3 days
postpartumwas 8 + 3 for the treated group and 9 + 3 for the
control group. Although the Ofspring Viability Ratio was
reported to be significantly (Student's t-test) reduced in
the treated group conpared with the control group, the
reported nean ratios for treated (0.98 £ 0.04) and contro
(1.00 £ 0.02) group do not appear to be different.

Ref er ence: Hardin B.D. et al. Teratogen. Carcinogen. Mitagen. 7:29-48
1987.



Exi sting Chemi cal Substance I D: 108-44-1
CAS No. 108-44-1

El NECS Nane m t ol ui di ne

El NECS No. 203-583-1

Mol ecul ar Wei ght 107. 2

Mol ecul ar For mul a C7HON

2. Physico-chenical Data

2.1 Melting Point

Val ue: -31.2°C
Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.2 Boiling Point

Val ue: 203.3°C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.3 Density

Type: relative density

Val ue: . 9889 at 20°C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.4 Vapour Pressure

Val ue: 0.303 mMm

Tenper at ure: 25°C

Met hod: calculated[ ]; measured [X]

GLP: Yes[ ] No[ ] ?0 1]

Ref er ence: Chao, J. et al., J. Phys. Chem Ref. Data 19(6),

1547- 1615 (1990).

2.5 Partition Coefficient

| og Pow:. 1.40
Met hod: cal cul ated[ ]; measured [X]

Year :

GLP: Yes[ ] No[ ] ?[ X]

Ref er ence: Fujita, T. et al, J. Amer. Chem Soc 86, 5175 (1964).
2.6.1 Water Solubility
Val ue: 12 g/l at 20°C
pH



Ref er ence

Angel escu, C., Buletinul de chime pura si aplicata
Vol . 3, 32-49 (1941/42).

3.1.2 Stability in Water

Type:
Degr adati on:
Met hod:

GLP:
Remar ks:
Ref erence

3.5 Bi odegradati on

Type:

| nocul um
Concentration
Degr adati on:
Met hod:

Year :
Test substance:
Remar k:

Ref er ence

Type:

| nocul um
Concentrati on:
Degr adati on:
Met hod:

Year:
Test substance:
Remar k:
Ref erence

4.0 Ecotoxicity

Abiotic (hydrolysis) [x ]; biotic (sediment) [ ]
8.0+2. 4% at pH approx. 6.4 at 30°C after 48 hours.
Schultz, T.W et al, Bull. Environ. Toxicol. Chem
42, 192-198 (1989); Yoshioka, Y. et al, Sci. Tota
Environ. 43, 149-157 (1985).

Yes[ ] No[ x] ?l 1]

Concentration tested was 285 ng/L.

Arnold, L.M et al, Chenosphere 21 (1-2), 183-191
(1990).

aerobi c
mai nly secondary effluent
20 ng/l related to DOC (Di ssolved Organic Carbon)
64-84% after 28 days
Modi fi ed OECD Screening Test, OECD Guide-line 301 E
adopted May 12 84, Directive 84/449/EEC, C. 3; 1SO
7824 (1984).

GLP:

degradati on nmeasured as DOC decrease, 2 parallels
(64% and 84% degradati on, respectively); recovery =
57% DOC in a separate test

Trenel, J., and Kuehn, R Bewertung
wasser gef aehrdender Stoffe im Hi nblick auf Lagerung,
Unschl ag und Transport und Untersuchung zur

Abkl aerung substanz- und

bewert ungsnet hodenspezi fi scher Grenzfaelle bei der
Bewert ung wasser gef aehrdender Stoffe, UFOPLAN des
Bundesmi ni sters des Innern imAuftrag des

Umnel t bundesant es, Juli 1982.

aerobi c
activated sludge, adapted
200 ng/l related to COD (Cheni cal Oxygen Demand)
97. 7% after 5 days
Bat ch system inoculumconcentratjion: 100 ng dry
wei ght/1, 20 days adaptation
GLP: no
no data
degradati on was neasured as COD decrease
Pitter, P., Water Res. 10, 231-235 (1976).

4.2 Acute Toxicity to Aquatic Invertebrates

Speci es:
Exposure peri od:
Uni t:

LC50:

Daphni a magha (Crust acea)

48 hours

ng/ | Anal ytical nonitoring:
.75



Met hod:

Year :
Test substance:
Remar k:

Ref erence

Concept NEN reports 6501 and 6502 fromthe Dutch
Standard Organi zation (1980), nortality; static test
GLP: yes

concentrations for
0.73 ny/l
5, 315-322

LC50 after correction of nonina
the average neasured recoveries:
Hermens, J. et al., Aquat. Toxicol

(1984).

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:

Ef f ect
concentration
Met hod:

Year :
Test substance:
Ref er ence

Speci es:
Endpoi nt :

Exposure peri od:

Unit:

Ef f ect
concentration:
Met hod:

Year :
Test substance:
Remar k:

Ref erence

5. Toxicity

Scenedesnus quadri cauda
gromh rate

96 hr

ng/ | Anal yti cal

(Green al gae)

nonitoring: no

10

German standard nethods for the exam nation of water
wast ewat er, and sl udge; bioassay (group L);
determination of the inhibitory effects of water
constituents on green al gae (Scenedesnus cel
multiplication inhibition test)(L9)

GLP: no data
no i nformation
Bri ngmann, G, and Kuhn, R, Gesund. Ing. 80, 115-120
(1959); in AQUI RE

Scenedesnus subspi catus (Al gae)

7 days

nmg/ | Anal ytical nonitoring: no

6.1

German standard met hods for the exam nation of water,
wast ewat er, and sl udge; bioassay (group L);
determination of the inhibitory effects of water
constituents on green al gae (Scenedesnus cel

mul tiplication inhibition test)(L9)

GLP: no
no i nformation
57% recovery (DOC) in a separate test, initial pH =
7.5
Trenel, J. and Kuehn, R, Bewertung

wasser gef aehr dender Stoffe im Hinblick auf Lagerung,
Urschl ag und Transport und Untersuchung zur

Abkl aerung substanz- und

bewer t ungsmet hodenspezi fi scher Grenzfaelle bei der
Bewertung wasser gef aehrdender Stoffe, UFOPLAN des
Bundesmni ni sters des Innern i mAuftrag des

Umnel t bundesant es, Juli 1982.

5.4 Repeat ed Dose Toxicity

Speci es:
Strain:

rat Sex: no data

no data



Rout e of admi n.:
Exposure peri od:
Frequency of

treat ment:
Post. obs.

peri od:
Doses:
Control Group:
Met hod:

Year:
Test substance:
Resul t:

Ref erence

gavage
30 days

daily

no data
280 ng/ kg/ day
yes

GLP:
no data
decreased body wei ght, increased relative spleen
wei ght, anem a (reduced oxygenated henpgl obin
content, erythrocytopenia) increased sul fonated
henogl obi n content, appearance of Heinz-Ehrlich
bodi es, decreased SH-groups in the blood, disturbed
vitamin C content (no further data avail able).
Vasil enko, NNM et al., Deposited Doc. ISS Viniti
4035-4077 (1977).

5.7 Carcinogenicity

Speci es:
Strain:
Rout e of admn.:
Exposure peri od:
Frequency of
treat nent:
Post. obs.
peri od:
Doses:

Control Group:
Met hod:

Year :
Test substance:
Remar k:

Resul t:

Ref erence

Speci es:

Strain:

Rout e of admin.:

Exposure peri od:

Frequency of
treat nent:

r at Sex: mal e
Charl es River CD

oral feed

78 weeks

daily

26 weeks
8000 and 16000 ppmin diet for 13 weeks, then 4000
and 8000 ppm for 65 weeks
yes; basal diet
Described in publication

GLP: no data
Hydrochl ori de salt; purity checked by TLC and IR
Dosages were cal culated to be 400 and 800 ngy/ kg body
wei ght per day for the first 13 weeks and 200 and 400
ng/ kg body wei ght per day for the |ast 65 weeks. 25
rats per group; histological exam nation was done on

lungs, liver, spleen, kidney, adrenal, heart,
bl adder, stonmmch, intestine, reproductive organs, and
pituitary.

400 and 800 ng/kg/day for 13 weeks let to a reduced
body wei ght gain (10% and nore) or death. Therefore,
after 13 weeks the dosages were reduced to 200 and
400 ng/ kg body wei ght per day for the remaining 65
weeks. No increase in tunors in treated ani mal s.

Wei sburger, E.K. et al, J. Environ. Pathol. Toxicol
2, 325-356 (1978).

nouse Sex: male and femal e
HaM | CR

oral feed

18 nont hs

daily



Post. obs.
peri od:
Doses:

Control Group:
Met hod:
Year :

Test substance:

Remar k:

Resul t:

Ref er ence

16000 and 32000 ppmin diet for 22 weeks (2400 and
4800 ng/ kg of body weight); then 4000 and 8000 ppm
for 56 weeks for males (600 and 1200 ny/ kg of body
wei ght), and 8000 and 16000 ppm for 56 weeks for
femal es (1200 and 2400 ng/ kg body wei ght)
yes; basal diet
Described in publication

GLP: no
Hydrochl oride salt; purity checked by TLC and IR
25 mal e and fermal e m ce per group; histol ogica
exam nati on was done on lungs, liver, spleen, kidney,
adrenal , heart, bladder, stonmach, intestine and
reproductive organs.
2400 and 4800 ng/ kg body wei ght per day for 22 weeks
led to a reduced body weight gain (10% and nore) or
death; after 22 weeks the doses were reduced for the
remai ni ng 56 weeks. Liver tunors were found in male
m ce, 4/16 exam ned at 600 mg/ kg body wei ght per day;
si mul t aneous controls had 1/18, and pool ed contro
had 7/99.
Wei sburger, E. K. et al, J.
2, 325-356 (1978).

Envi ron. Pat hol. Toxicol.



Exi sting Chemi cal Substance I D: 106-49-0
CAS No. 106-49-0

El NECS Nane p-tol ui di ne

El NECS No. 203-403-1

Mol ecul ar Wei ght 107. 2

Mol ecul ar Fornul a C7HON

2. Physico-chenical Data

2.1 Melting Point

Val ue: 43.7°C
Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.2 Boiling Point

Val ue: 200. 4°C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.3 Density

Type: relative density

Val ue: . 9619 at 20°C

Ref er ence: CRC Handbook of Chemistry and Physics, 80'" ed, p 3-24
(1999).

2.4 Vapour Pressure

Val ue: 0.286 mMm

Tenper at ure: 25°C

Met hod: calculated[ ]; measured [X]

GLP: Yes[ ] No[ ] ?0 1]

Ref er ence: Chao, J. et al., J. Phys. Chem Ref. Data 19(6),

1547- 1615 (1990).

2.5 Partition Coefficient

| og Pow:. 1.39
Met hod: calculated[ ]; measured [X]
Year:
GLP: Yes[ ] No[ ] ?[ X]
Ref er ence: Fujita, T. et al, J. Amer. Chem Soc 86, 5175 (1964).

2.6.1 Water Solubility



Val ue: 11 g/l at 20°C

pH: 7

Ref er ence: Hoechst AG (1993): Safety Data Sheet p-Tol uidine
(24.02.1993)

3.1.2 Stability in Water

Type: Abiotic (hydrolysis) [x ]; biotic (sediment) [ ]
Degradati on: 8.8+0. 2% at pH approx. 6.4 at 30°C after 48 hours.
Met hod: Schultz, T.W et al, Bull. Environ. Toxicol. Chem

42, 192-198 (1989); Yoshioka, Y. et al, Sci. Tota
Environ. 43, 149-157 (1985).

GLP: Yes[ ] No[ x] ?l 1]

Remar ks: Concentration tested was 113 nyg/ L.

Ref er ence: Arnold, L.M et al, Chenosphere 21 (1-2), 183-191
(1990).

3.5 Bi odegradati on

Type: aerobi c

I nocul um activated sludge, industrial

Degr adati on: 94% after 8 days

Met hod: CECD Cui de-line 302 B "Inherent biodegradabiltiy:
Modi fi ed Zahn-Well ens Test™"

Year : 1986 GLP: no

Test substance: no data

Ref er ence: Wellens, H Z., Wasser Abwasser Forsch. 23(3), 85-98
(1990).

Type: aer obi c

I nocul um activated sludge, adapted

Concentrati on: 200 ng/l related to DOC (Dissolved Organic Carbon)

Degr adati on: 97. 7% after 5 days

Met hod: Bat ch system

Year : GLP: no

Test substance: no data

Remar k: I noculum 100 ng/| dry matter

Ref er ence: Pitter, P., Water Res. 10, 231-235 (1976).

4.0 Ecotoxicity

4.2 Acute Toxicity to Aquatic |nvertebrates

Speci es: Mysi dopsi s bahi a (Crustacea)
Exposure period: 96 hours
Uni t: ng/ | Anal ytical nonitoring: yes
EC50: 1.5
Met hod: USEPA TSCA Cui del i ne 797.1930
Year : GLP: yes
Test substance: purity 99.5 %
Ref er ence: First Chem cal Corp. Study No. 13573.0695.6102.510

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es: Scenedesnus quadri cauda (G een al gae)

Endpoi nt : gromh rate

Exposure period: 96 hr

Unit: ng/ | Anal ytical nonitoring: no



ECO:
Met hod:
Year :
Test substance:
Ref er ence

Speci es:
Endpoi nt :

Exposure peri od:

Uni t:
EC50:
Met hod:
Year :
Test substance:
Ref erence

Speci es:
Endpoi nt :

Exposure peri od:

Unit:
Met hod:
Year :
Test substance:

Remar k:

Ref erence

5. Toxicity

<8
static; see authors of this publication

GLP: no data
no i nformation
Bri ngmann, G, and Kuhn, R, Gesund. Ing. 80, 115-120
(1959); in AQUI RE
Sel enastrum capri cornutum ( Green al gae)
growth rate
14 days
ng/ | Anal ytical nonitoring: no
0. 203
static

GLP: no

no i nformation
Gaur, J.P., Acta Hydrochim Hydrobiol. 16(6), 617-620
(1988); AQUI RE
Agnenel | um quadrupl i catum (Bl ue-green al gae)
growth rate
48 hr

Anal ytical nonitoring: no

GLP: no
source was ChenfService Inc. or MC&B Manufacturing
Chemi sts
Strain PR 6 used. The addition of 50 ppb during
exponential growh in a liquid culture resulted in a
bendi ng of the gromh curve to a plateau within 4
hours. Cultures containing 500 ppb did not grow
Batterton, J. et al., Science 199, 1068-1070 (1978).

5.4 Repeat ed Dose Toxicity

Speci es:
Strain:

Rout e of admn.:
Exposure peri od:

Frequency of
treat ment:
Post. obs.
peri od:
Doses:

Contro

Met hod:
Year :

Test substance:

Remar k:

Resul t:

G oup:

Ref er ence

rat Sex: mal e
no i nformation
oral feed

4 weeks
daily

none
0, 165, 825, 1650 ppm (13.8, 66.8, 125.7 ng/ kg body
wei ght per day)
yes
T26- 16:

GLP: no
no data
10 ani mal s/ group
At 1650 ppm of diet, there was decreased body wei ght
gain. At 825 and 1650 ppm there was al so increased
relative |iver weight.

I ndustrial Bio-Test Laboratories Inc., BlIO FAX 31-
4/ 73 (1973); cited in Docunentation of TLVs and BEls,
ACG H, 5'" Ed. (1986).



5.5 Genetic Toxi ci

Type:
Syst em of
testing:
Concentration:
Met abol i ¢
activation:
Resul t:
Met hod:
Year :

Test substance:
Ref er ences:

5.6 Genetic Toxici

Type:
Speci es:
Strain:
Rout e of admnin.:
Exposure peri od:
Doses:
Met hod:
Year:
Renmar ks:

Test substance:
Resul t:
Ref erence

ty "in Vitro'
Cytogeneti c assay

Chi nese hanmster lung (CHL) fibroblast cells
500- 1000 ug/ m

with and wi t hout
positive with activation at 500 ug/m and higher
concentrations

GLP: no data
no i nformation
| shidate, Jr., et al., Mitat. Res. 195, 151-213
(1988)

ty "in Vivo'

Cyt ogeneti c assay

nouse Sex: male and fenale

Crl:CD 1@( 1 CR) BR

i ntraperitonea

One treat nment

43.75, 87.50, and 175.0 ng/ kg body wei ght

CECD 474. Mammal i an Erythrocyte M cronucl eus Test
1997 GLP: yes

Cells were harvested at 24, 48, and 72 hr (fnrales

only at 72 hr, no males remaining). Signs of clinica

toxicity and nortality were observed. 1000 inmmature

erythrocytes were scored per animl instead of 2000.
I ndi vi dual body wei ghts of aninmals are not given in

the report, only ranges.

Purity was 99. 8%

negative

First Chem cal Corp. Study No. 18136-0-455

5.7 Carcinogenicity

Speci es:

Strain:

Rout e of admin.:
Exposure period:
Frequency of

treat ment:
Post. obs.
peri od:
Doses:
Control G oup:
Met hod:
Year :

Test substance:
Remar k:

Resul t:

Ref erence

rat Sex: mal e
Charl es River CD

oral feed

18 nont hs

daily

0, 1000, 2000 ppmin diet
yes; basal diet
Descri bed in publication

GLP: no data
Hydrochl ori de salt; purity checked by TLC and IR
25 rats per group
No increase in tunors in treated ani mals
Wei sburger, E.K. et al, J. Environ. Pathol. Toxi col
2, 325-356 (1978).



Speci es:
Strain:

Rout e of admn.:
Exposure peri od:

Frequency of
treat nent:
Post. obs.
peri od:
Doses:

Control Group:
Met hod:
Year :

Test substance:

Remar k:
Resul t:

Ref erence

nouse Sex: male and fenmal e
HaM | CR
oral feed

18 nont hs

daily

0, 1000, 2000 ppmin diet for 6 nonths; then 500 and
1000 ppm for 12 nonths
yes; basal diet
Descri bed in publication
GLP: no data
Hydrochl oride salt; purity checked by TLC and IR
25 mice per group
Increase in liver tunors in males at both dose |evels
and in femal es at the high dose |evel.
Wei sburger, E.K. et al, J. Environ. Pathol. Toxi col
2, 325-356 (1978).



Exi sting Chem cal
CAS No.

El NECS Name

El NECS No.

TSCA Name

Mol ecul ar For nul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on dat e:
Date of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

I U C L | D

ID: 103-69-5
103-69-5

N-et hyl ani | i ne
203-135-5
Benzenam ne,
C8H11N

N- et hyl -

15-JUL- 1999

15-JUL- 1999

Bayer Corporation

29- CCT- 2001

29- CCT- 2001

27

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Flags: without flag, confidential, non confidential,
(DE), TA-Luft (DE), Material Safety Dataset, R sk

Assessnent, Directive 67/548/ EEC, SIDS

WK



Exi sting Chemi cal
CAS No.

El NECS Name

El NECS No.

Mol ecul ar Wei ght
Mol ecul ar Fornul a

Producer Rel ated Part
Conpany:
Creation date:

Subst ance Rel ated Part
Conpany:
Creation date:

Meno:

Printing date:
Revi si on date:
Dat e of |ast Update:

Nunber of Pages:

Chapter (profile):
Reliability (profile):
Flags (profile):

ID: 102-27-2
102-27-2

N- et hyl - m t ol ui di ne
203-019-4

135.2

C9H13N

15-JUL- 1999

15-JUL- 1999

Bayer Corporation

29- OCT- 2001

29- OCT- 2001

21

Chapter: 1, 2, 3, 4, 5, 7

Reliability: without reliability, 1, 2, 3, 4

Fl ags: without flag, confidential, non confidential, WX
(DE), TA-Luft (DE), Material Safety Dataset, Risk
Assessnent, Directive 67/548/ EEC, SIDS



Dat e: 25- SEP-2001
1. General Information ID: 102-27-2

1.0.1 OECD and Conpany I nformation

Type: | ead organi sation

Nane: American Chem stry Council (formerly Chem cal Mnufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Pane

Street: 1300 W1 son Boul evard
Town: 22209 Arlington, VA
Country: United States

21- AUG 2001

Type: cooperati ng conpany
Name: Al bermar | e Cor poration
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nane: Buf f al o Col or
Country: United States

25- SEP- 2001

Type: cooperati ng conpany
Nane: First Chem cal Corporation
Country: United States

25- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients

1.1 General Substance Information

1.1.0 Details on Tenplate

- 1/21 -



Dat e: 25-SEP-2001
General I nformation ID: 102-27-2

.1.1 Spectra

.2 Synonyms

.3 Inpurities

.4 Additives

.5 Quantity

.6.1 Labelling

.6.2 Classification

.7 Use Pattern

. 7.1 Technol ogy Production/ Use

.8 Occupational Exposure Limt Val ues

.9 Source of Exposure

.10. 1 Reconmendati ons/ Precauti onary Measures

. 10. 2 Enmergency Measures

.11 Packagi ng

- 2/21 -



General I nformation

Dat e: 25- SEP-2001
ID: 102-27-2

.12

.13

. 14.

. 14.

. 14.

.15

.16

.17

.18

Possi b. of Rendering Subst.

St at enent s Concerni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Remar ks

Last Literature Search

Revi ews

Har m ess

Li stings e.g. Chemical Inventories

3/21 -



Dat e: 25- SEP-2001

2. Physico-chem cal Data ID: 102-27-2

2.1 Melting Point

Val ue:
Met hod:
Year :
Test subst ance:
Resul t:

Reliability:
Fl ag:
19- JUN- 2001

2.2 Boiling Point

Val ue:

Met hod:

Test subst ance:
Reliability:
Fl ag:

19- JUN- 2001
2.3 Density
Type:

Val ue:

Test subst ance:
Fl ag:

09- APR- 2001

2.3.1 Granul onetry

8.7 degree C
ot her: (cal cul ated) MPBPWN (v1.31)

1999

ot her TS: nol ecul ar structure

Mel ting Point: 9.63 deg C (Adapted Joback Met hod)

Mel ti ng Point: 7.84 deg C (Gold and QOgl e Met hod)

Mean Melt Pt : 8.74 deg C (Joback; Gold, COgle Methods)
Sel ected MP: 8.74 deg C (Mean Val ue)

(2) wvalid with restrictions
Accepted cal cul ati on net hod
Critical study for SIDS endpoi nt

221 degree C

ot her: Handbook val ue

other TS: N-ethyl-mtoluidine; purity not stated
(2) wvalid with restrictions

Dat a from Handbook or collection of data
Critical study for SIDS endpoi nt

density

ca. .945 g/cnB8 at 20 degree C

other TS: N-ethyl-mtoluidine;, purity not stated
Critical study for SIDS endpoi nt

2.4 Vapour Pressure

Val ue:
Met hod:
Test subst ance:
Resul t:

Reliability:

Fl ag:

.17 hPa (0.125 mm) at 25 degree C
ot her (calculated): MPBPWN (v1.40)
other TS: nolecular structure
Vapor Pressure Estimations (25 deg C
(Using BP: 221.00 deg C (estimted))
(MP not used for |iquids)
VP: 0.133 mm Hg ( Ant oi ne Met hod)
VP: 0.116 nm Hg (Modified Gain Method)
VP: 0.196 mm Hg (Mackay Met hod)

(1)

(2)

(3)

Selected VP: 0.125 nm Hg (Mean of Antoine & Grain nethods)

(2) wvalid with restrictions
Accepted cal cul ati on net hod
Critical study for SIDS endpoint
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2. Physico-chem cal

Dat e: 25- SEP-2001

Dat a ID: 102-27-2

16- AUG 2001 (1)
Val ue: 1.33 hPa (1.0 nm) at 54 degree C
Test subst ance: other TS: N-ethyl-mtoluidine; purity not stated
Fl ag: Critical study for SIDS endpoi nt
16- AUG 2001 (3)
2.5 Partition Coefficient
| og Pow:. 2.662
Met hod: ot her (calculated): KOMN N Program (v1.65)
Year : 1999
GLP: no
Test subst ance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
Fl ag: Critical study for SIDS endpoint
16- AUG 2001 (1)
| og Pow: 2.7
Met hod: other (calculated): A Leo, CLOPG 3.54 MedChem Software 1989
Dayl i ght, Chemical Information Systens, Clarenont, CA 91711
USA
Year :
GLP: no
Test subst ance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
Fl ag: Critical study for SIDS endpoint
16- AUG 2001 (4)
2.6.1 Water Solubility
Val ue: 1131 ng/| at 20 degree C
Met hod: CECD CGuide-line 105 "Water Solubility"
GLP: yes
Test subst ance: other TS: N-ethyl-mtoluidine; purity = 99.223% by GC
(1992- 09- 14)
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoint
16- AUG 2001 (5)
2.6.2 Surface Tension
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2. Physico-chem cal Data

Dat e: 25- SEP-2001
ID: 102-27-2

2.7 Flash Poi nt

Val ue:

Type:

Met hod:
Year :

Reliability:

16- AUG 2001

ca. 93 degree C

other: DIN 51758

(1) wvalid without

restriction

Meet s National standards nethod ( AFNOR/ DI N)

2.8 Auto Flammability

2.9 Flanmability

N

.10 Expl osive Properties

2.11 Oxidizing Properties

Resul t:
16- AUG- 2001

2.12 Additiona

maxi mum burni ng rate equa

Remar ks

6/ 21 -

or

hi gher than reference m xture

(3)



3. Envi r onnent al

Dat e:

Fate and Pat hways

25- SEP- 2001
ID: 102-27-2

3.1.1 Phot odegradati on

Type:

air

I NDI RECT PHOTOLYSI S

Sensitizer:
Conc. of sens.:
Rat e const ant:
Degradati on:
Met hod:
Year:
Test substance:
Reliability:

Fl ag:
16- AUG- 2001

H
1560000 nol ecul e/ cnB

ca. .0000000001203522 cnB/(nol ecule * sec)

50 % after 1.1 hour(s)

ot her (calculated): AOP v1.89
1999 GLP:
ot her TS: nol ecul ar structure

(2) wvalid with restrictions
Accepted cal cul ati on net hod
Critical study for SIDS endpoi nt

3.1.2 Stability in Water

See | UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soi

3.2 Monitoring Data (Environnent)

3.3.1 Transport between Environnental Conpartnments

Type:
Medi a:
Air (Level 1):
Wat er (Leve
Soi |l (Level |
Biota (L.I1/1
Soil (L.1I/11
Met hod:

Year :
Resul t:

1):
):
I1):
1):

Reliability:

fugacity nodel level 11

no

other: air, water, soil, sedinent

ot her: (calculation) Level |1l Fugacity Mde

1999

Medi a Di stribution Hal f-Life Em ssi ons
(percent) (hr) (kg/ hr)

Ar 0.176 2.13 1000

Wat er 32.5 900 1000

Soi | 67 900 1000

Sedi ment 0. 305 3. 6e+003 0

Persi stence Tine: 595 hr
Reaction Tine: 747 hr
Advection Tine: 2.92e+003 hr
Percent Reacted: 79.6
Percent Advected: 20.4
(2) wvalid with restrictions
Accepted cal cul ati on net hod

- 7121 -

Fugacity
(atm
5.67e-012
1. 31e-010
6. 27e-010
1.12e-010

(1)



Dat e: 25- SEP-2001

3. Environnental Fate and Pat hways ID: 102-27-2
Fl ag: Critical study for SIDS endpoint
16- AUG 2001 (1)

3.3.2 Distribution

w

.4 Mode of Degradation in Actual Use

3.5 Bi odegradati on

Type: aer obi c
| nocul um activated sludge, adapted
Degradati on: 0 %after 20 day
Met hod: CECD Guide-line 301 D "Ready Biodegradability: Closed Bottle
Test"
Year : 1976 GLP: no
Test substance: other TS: other TS: N-ethyl-mtoluidine; purity =99.5 %
Reliability: (1) wvalid without restriction
Fl ag: Critical study for SIDS endpoint
09- APR- 2001

3.6 BOD5, COD or BOD5/COD Ratio

3.7 Bioaccunul ation
Speci es: ot her

Exposure period:
Concentration:

BCF: 22.36
El i m nati on:
Met hod: ot her: BCF Program (v2.13)

Year : GLP:
Test substance: other TS: nol ecul ar structure
Resul t: Log Kow (estimated) : 2.66

Log Kow (experinmental): not available from database
Log Kow used by BCF estimates: 2.66

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 1.350 (BCF = 22.36)
Reliability: (2) wvalid with restrictions
Accepted cal cul ati on net hod
16- AUG- 2001 (1)

3.8 Additional Remarks
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4. Ecotoxicity

Dat e: 25- SEP-2001
ID: 102-27-2

AQUATI C ORGANI SMVS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year:
Test substance:
Reliability:

Fl ag:
16- AUG 2001

Type:
Speci es:

Exposure peri od:

Uni t:
LCO:
LC100:
Met hod:

Year :
Test substance:
Remar k:
Reliability:

Fl ag:
25- SEP- 2001

Type:
Speci es:

Exposure peri od:

Unit:
LC50:
Met hod:
Year :
Test substance:
Remar k:

Reliability:
Fl ag:
16- AUG- 2001

flow through

Pi mephal es pronel as
96 hour (s)

ng/ | Anal yti cal
49.5

EPA OPP 72-1

1981

other TS: N-ethyl-mtol uidine;
(1) wvalid without restriction
Gui del i ne study

(Fish, fresh water)

nonitoring: yes

GLP: no data
purity not stated

Critical study for SIDS endpoi nt
(6)
static
Leuci scus idus (Fish, fresh water)
48 hour (s)
ng/ | Anal ytical nonitoring: no
50
100
other: Determ nation of the acute effects of substances on

fish.“Fish test” research group in the "Detergents" advisory
committee (10/15/73)

1976

other TS: N-ethyl-mtol uidine
range finding test

(2) wvalid with restrictions
Meets National standards nmethod (AFNOR/ DI N)

GLP: no
purity = 99.5 %

Critical study for SIDS endpoint
(7)
ot her: cal cul ation
ot her: Fish
96 hour (s)
ng/ | Anal ytical nonitoring: no
24.022
ot her: ECOSAR v0. 99e
1999 GLP: no
ot her TS: nol ecul ar structure
ECOSAR Cl ass: Neutral Organics
(2) wvalid with restrictions
Accepted cal cul ati on net hod
Critical study for SIDS endpoint
(1)
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Dat e: 25- SEP-2001

4. Ecotoxicity ID: 102-27-2
Type: ot her: cal cul ation
Speci es: ot her: Fish
Exposure period: 14 day
Unit: ng/ | Anal ytical nonitoring: no
LC50: 48. 323
Met hod: ot her: ECOSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Remar k: ECOSAR Cl ass: Neutral Organics
Reliability: (2) wvalid with restrictions

Accepted cal cul ati on net hod

16- AUG 2001 (1)

4.2 Acute Toxicity to Aquatic Invertebrates

Type: ot her: cal cul ation
Speci es: Daphni a sp. (Crustacea)
Exposure period: 48 hour(s)
Uni t: ng/ | Anal ytical nonitoring: no
EC50: 26.941
Met hod: ot her: ECOSAR v0. 99%e

Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accepted cal cul ati on net hod

Fl ag: Critical study for SIDS endpoint
19- JUN- 2001 (1)

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es: ot her al gae: Green Al gae
Endpoi nt : ot her: cal cul ation
Exposure period: 96 hour(s)
Uni t: ng/ | Anal ytical nonitoring: no
EC50: 17. 495
Met hod: ot her: ECOSAR v0. 99e

Year : 1999 GLP: no
Test substance: ot her TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accepted cal cul ati on net hod

Fl ag: Critical study for SIDS endpoint
19- JUN- 2001 (1)
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Dat e: 25- SEP-2001
4. Ecotoxicity ID: 102-27-2

4.4 Toxicity to Mcroorganisns e.g. Bacteria

Type: aquatic
Speci es: Pseudomonas fl uorescens (Bacteria)
Exposure period: 24 hour(s)
Unit: nmg/ | Anal ytical nonitoring: no
ECO: 1000
Met hod: other: Deterimnation of the harnful biological effects of
toxi ¢ sewage on bacteria. DEV, L 8 (1968) nodified
Year : 1976 GLP: no
Test substance: other TS: N-ethyl-mtoluidine; purity = 99.5 %
09- APR- 2001 (7)

4.5 Chronic Toxicity to Aguatic O gani sns

IS

.5.1 Chronic Toxicity to Fish

I

.5.2 Chronic Toxicity to Aquatic Invertebrates

TERRESTRI AL ORGANI SMS

4.6.1 Toxicity to Soil Dwelling Organisns

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Remarks
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5. Toxicity

Dat e: 25- SEP-2001
ID: 102-27-2

5.1 Acute Toxicity

5.1.1 Acute Oral

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:

Year :

Test substance:

Met hod:

Remar k:
Resul t:
Reliability:

Fl ag:
25- SEP- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test substance:

Met hod:

Remar k:

Reliability:

Fl ag:
17- AUG 2001

Toxicity

LD50

r at

Spr ague- Daw ey
mal e/ f emral e

ot her: corn oi
787 nmg/ kg bw
ot her: USEPA TSCA Health Effects Testing CGuidelines, 40 CFR
798. 1175, "Acute Oral Toxicity", 1992.
1992 GLP: yes
other TS: N-ethyl-mtoluidine; purity = 98.67%
Ani mal s used: 5 per sex/dose group
Doses were: 100, 500, 750, 1000 ng/ kg bw
Test material analysis not done under GLP
LD 50 (95% Cl)= 585-1058 ng/ kg bw
(1) wvalid without restriction
GLP gui deline study
Critical study for SIDS endpoint
(8)

LD50

r at

W st ar

mal e/ f enal e

ot her: none

650 ng/ kg bw

Directive 84/ 449/EEC, B.1 "Acute toxicity (oral)"

1980 GLP: no data

other TS: N-ethyl-mtoluidine; purity not stated

5 rats/sex/dose, single application by gavage;

6 doses: 0.5, 0.6,0.7, 0.8, 1.0, 1.2 m/kg bw

observation tinme 14 d, statistical evaluation

0.5 m was accepted without inpairnent, no nortality;
0.6,0.7, 0.8, 1.0, 1.2 m/kg bw all rats displayed slight
synptons of intoxication from 15 mn. post application unti
deat h including cyanotic appearance and reduced genera
condition, females suffered additionally from decrease in body
wei ght. Death occurred from4 hours until the 4th day post
treatnment: 3/10, 7/10, 7/10, 9/10, 10/10

(1) wvalid without restriction

Gui del i ne study

Critical study for SIDS endpoi nt

(9)

- 12/21 -



5. Toxicity

Dat e: 25- SEP-2001
ID: 102-27-2

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure tine:
Val ue:
Met hod:

Year :
Test substance:
Remar k:

25- SEP- 2001

5.1.3 Acute Dernal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :
Test substance:
Remar k:

Reliability:
Fl ag:
25- SEP- 2001

LC50
rat

no data
no data

no data
4 hour (s)
2.4 gl |
ot her: no data

GLP: no data
other TS: N-ethyl-mtoluidine;, purity not stated
Toxic effects observed include |abored breathing, decreased
nmuscl e tone, cyanosis, and | oss of reflexes.

(10)

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f emnal e

10

> 2000 ng/ kg bw
ot her: USEPA TSCA Health Effects Testing Guidelines, 40CFR
798. 1100, "Acute Dermal Toxicity", 1992
1992 GLP: yes
other TS: N-ethyl-mtoluidine; purity > 97%
Ani mal s used: 5/sex/dose group
(1) wvalid without restriction
GLP gui deline study
Critical study for SIDS endpoint
(11)

5.1.4 Acute Toxicity, other Routes
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5. Toxicity

Dat e: 25- SEP-2001
ID: 102-27-2

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

Speci es:
Concentrati on:

Exposure:
Exposure Ti ne:
Number of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:
Year :

Test substance:

Remar k:

Reliability:

Fl ag:
25- SEP- 2001

Speci es:
Concentration:

Exposur e:
Exposure Ti me:
Nunber of

Ani mal s:
PDI | :
Resul t:

EC classificat.:

Met hod:
Year :

Test substance:

Remar k:
Fl ag:
17- AUG- 2001

rabbit
undi | ut ed
Cccl usi ve
4 hour ('s)
6
7

slightly irritating

not irritating

OCECD Guide-line 404 "Acute Dermal Irritation/Corrosion"
1992 GLP: yes

other TS: N-ethyl-mtoluidine; purity > 97%

3 male and 3 femal e New Zeal and white rabbits were exposed;
all aninmals were scored after unwapping and at day 7.
PDIl = 0.7/8

Test material analysis was not done under GLP.

(1) wvalid without restriction

GLP gui deline study

Critical study for SIDS endpoi nt

(12)
rabbi t
slightly irritating
GLP:
other TS: N-ethyl-mtoluidine; purity not stated
exposure period: 24 hours
Critical study for SIDS endpoi nt
(7)

- 14/ 21 -



5. Toxicity

Dat e: 25- SEP-2001

ID: 102-27-2

5.2.2 Eye Irritation

Speci es:
Concentration
Dose:
Exposure Ti ne:
Comrent :
Nunber of

Ani mal s:
Resul t:
EC classificat.:
Met hod:

Year :
Test substance:
Remar k:

Resul t:
Reliability:
Fl ag:

25- SEP- 2001
Speci es:

Concentration:
Dose:

Exposure Ti ne:
Comment :

Nunber of
Ani mal s:
Resul t:

EC classificat.:
Met hod:

Year :
Test substance:
Fl ag:
17- AUG 2001

5.3 Sensitization

Type:
Speci es:
Concentration:

Nunber of

Ani mal s:
Vehi cl e:
Resul t:
Cl assification:
Met hod:

Year :
Test substance:

r abbi t
undi | ut ed
.1 11

not rinsed

6

not irritating

not irritating

EPA OTS 798. 4500

1992 GLP: yes

other TS: N-ethyl-mtoluidine;, purity = 98.67%
6 femal e New Zeal and white rabbits were exposed.
Test material analysis was not done under GLP.

Maxi mum score of 9.8/ 110 at the 24 hour scoring interval;

signs of irritation had cleared by 72 hours after
(1) wvalid without restriction

GLP gui deline study

Critical study for SIDS endpoi nt

rabbit

slightly irritating

GLP:
other TS: N-ethyl-mtoluidine; purity not stated
Critical study for SIDS endpoint

Buehl er Test

rabbit
| nducti on undi | ut ed
Chal | enge 50 %

ot her: acetone
not sensitizing
not sensitizing

ot her: according to Ritz, H L., and Buehler, E. V.,

Concepts in Cutaneous toxicity, eds. Drill, V.A,
(Academ ¢ Press, 1980), pp. 25-40
1980 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.115

- 15/21 -
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5. Toxicity

Dat e: 25- SEP-2001
ID: 102-27-2

Remar k:
Resul t:
Reliability:
Fl ag:

25- SEP- 2001

5.4 Repeated Dose

Speci es:
Strain:
Rout e of admn.:
Exposure peri od:
Frequency of
treat ment:
Post. obs.
peri od:
Doses:
Control Group:
NOAEL :
Met hod:

Year :
Test substance:
Remar k:

Resul t:

20 test animals (10 male, 10 fermale) and 10 naive controls (5
mal e, 5 fenuale);

I nduction and chal | enge applications were dermal using 0.3 m
test substance in each Hilltop chamber;

Nai ve control was treated with 50% test material in acetone
controls were common to this study and one other. Test

mat eri al anal ysis was not done under GLP.

Response: Test ani mals Nai ve controls
Grade 1 0/ 20 2/ 10
Grade +/ - 16/ 20 8/ 10
Grade 0 4/ 20 0/ 10

At the tinme of the 24 hr reading, residual Neet (dipilatory)
was noted on several of the dosing sites in the naive contro
group (including 2 animals with a grade 1 result). The Neet
may have created artificial irritaion at the sites. The
irritation in these animals was reduced to a grade of +/- hy
the 48 hr reading. The interpretation of the prinmary
chal I enge data was not conprom sed by this occurrence. The
responses produced in the test group were essentially
conparable to the naive group, indicating that sensitization
had not been induced.
(2) wvalid with restrictions
Critical study for SIDS endpoi nt

(14)

Toxicity

r at Sex: mal e/ fennal e
Spr ague- Daw ey

i nhal ati on

2 weeks

6 hr/day, 5 days/week

2 weeks, control and high exposure groups

5.6, 32.8, 67.6 ppm

yes, concurrent no treatnent

= 5.6 ppm

OECD Guide-line 412 "Repeated Dose Inhal ation Toxicity:
28-day or 14-day Study"

1981 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.68%

Test material analysis not done under GLP. TSCA Substantia
Ri sk noti ce.

There were no deaths, and no changes in body weights, food
consunption, clinical observations, or clinical chemstry.
Met henogl obi nemi a was significantly increased across al
exposure groups at both term nal and recovery necropsies in
both sexes. Enlarged spleens, increased production of red
cells in the spleen, bone marrow, and |liver, and other
hemat ol ogy changes were consistent with induction of

henmol ytic anem a. Kidney effects were consi dered secondary
to hemol ytic anemia. This condition was not conpletely
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5. Toxicity

Dat e: 25- SEP-2001
ID: 102-27-2

Reliability:
Fl ag:
25- SEP- 2001

5.5 Cenetic Toxicity

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

reversed at the end of the 14 day recovery period. A "no
effect level" was not established under the conditions of
this study. However, the | owest exposure |level of 5.6 ppm
was considered a "no adverse effect |level" because the

i ncrease in methenogl obin was not acconpani ed by adverse

hi st opat hol ogy or clinical signs.

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoint

(15)

See I UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;

91-66-7

in Vitro'

Bacterial reverse nutation assay

Sal nonel | a strains TA98, TA100, TA1535, TA1537,

100, 250, 500, 1000, 2500, 5000 ug/plate

3330 ug/plate - S9 in TAL100;

2500ug/ plate - S9 in other strains
Met abol i c

activation: wi t hout
Resul t: negative
Met hod: CECD Guide-line 471 "Genetic Toxicol ogy: Sal nonella

t hyphi muri um Reverse Miutation Assay"
Year : 1983 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine; purity = 98.115%
Reliability: (1) wvalid without restriction
GLP gui deline study

Fl ag: Critical study for SIDS endpoint
17- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc.

Met abol i ¢
activation:

Resul t:

Met hod:

Year :

Test substance:

Remar k:

Reliability:

Fl ag:
17- AUG 2001

(16)

Bacterial reverse nutation assay

Sal nonel | a strains TA98, TA100, TA1535, TA1537,
100, 250, 500, 1000, 2500, 5000 ug/plate

3330 ug/plate + S9 in TAL100;

5000ug/ plate + S9 in other strains

with

positive

CECD Guide-line 471 "Genetic Toxicol ogy: Sal nonella

t hyphi muri um Reverse Miutati on Assay"

1983 GLP: yes

other TS: N-ethyl-mtoluidine; purity = 98.115%

Test material analysis not done under GLP. The only
devi ation from gui delines was | ack of a confirmatory assay.
However, a separate study was done to confirmpositive
results in TA98 with activation (Chenfirst Study No.
18688- 0- 401SC)

(1) wvalid without restriction

GLP gui deline study

Critical study for SIDS endpoint

(16)
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Dat e: 25- SEP-2001

5. Toxicity ID: 102-27-2
Type: Anmes test
Syst em of
testing: Sal nonel I a typhi murium TA 98, TA 100, TA 1535, TA 1537
Concentration: up to 200 pg/ plate
Cyt ot oxi ¢ Conc. :
Met abol i c
activation: with and wi t hout
Resul t: positive
Met hod: Directive 84/ 449/ EEC, B.14 "Oher effects - Mitagenicity
(Sal nonel I a typhi murium - reverse nutation assay)"
Year : 1994 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine;, purity = 99.223 %
Reliability: (1) wvalid without restriction
GLP gui del i ne study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (17)
Type: Escherichia coli reverse nutation assay
Syst em of
testing: E. coli strain WP2uvrA
Concentration: 100, 250, 500, 1000, 2500, 5000 ug/plate
Cytotoxic Conc.: 5000ug/plate +/- S9
Met abol i c
activation: wi th and without
Resul t: negative
Met hod: CECD Guide-line 472 "Genetic Toxicol ogy: Escherichia col
Reverse Mutation Assay"
Year : 1983 GLP: yes
Test substance: other TS: N-ethyl-mtoluidine;, purity = 98.115%
Remar k: Test material analysis not done under GLP
Reliability: (1) wvalid without restriction
GLP gui deline study
Fl ag: Critical study for SIDS endpoi nt
17- AUG 2001 (16)

5.6 CGenetic Toxicity "in Vivo'

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See | UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7.

5.9 Devel opnental Toxicity/ Teratogenicity

See |UCLID data sets on CAS# 62-53-3; 95-53-4; 121-69-7; 91-66-7.
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Dat e: 25- SEP-2001

5. Toxicity ID: 102-27-2

5.10 G her Rel evant |Information

5.11 Experience with Human Exposure
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6.

Dat e: 25- SEP-2001

Ref er ences ID: 102-27-2

(1)

(2)

(3)
(4)
(5)
(6)

(7)
(8)
(9)

(10)

(11)
(12)
(13)
(14)
(15)
(16)

(17)

Meyl an W and Howard P. (1999) EPIWn Mdeling Program
Syracuse Research Corporation. Environmental Science Center
6225 Runni ng Ri dge Road, North Syracuse, NY 13212-2510.

CRC Handbook of Chemnistry and Physics. 80th edition
(1999-2000) David R Lide, ed. CRC Press, New York. p3-23
No. 747.

Saf ety Data Sheet Bayer AG 28.03.1989

Cal cul ation Bayer AG, UWS- Produkt si cherheit

Bayer AG study (1992-10-08)

L. T. Brooke et al, Acute Toxicities of Organic Chemcals to
Fat head M nnows(Pi nephal es Pronel as) vol.1, Center for Lake
Superior Environnment Studies, Univ. of Wsconsin, Superior
W (1984).

Bayer AG data

ChenFirst Study No. L08604-37

E. Loser, Bayer AG data, N-Athyl-mtoluidin rein:

unt er suchungen zur akuten Toxizitat an mannlichen

und wei bl i chen Wstar Ratten, 25. Nov. 1980

Safety Data Sheet, DuPont de Nenmours and Conpany,
N- et hyl - mt ol ui di ne, MSDS Nunmber DU003000_00, revised 9/7/93.

Chentirst Study No. L08583-7

ChenFirst Study No. L08583-8

Chentirst Study No. L08604-36
Chentirst Study No. 95-8607-21
Chentirst Study No.L08689-2

ChenFirst Study No. 16861-0-409 (1995)

Bayer AG, Report No. 23463, 08.11.1994
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7. Ri sk Assessnent

Dat e: 25- SEP-2001
ID: 102-27-2

7.1 End Point Summary

7.2 Hazard Sunmmary

7.3 Ri sk Assessnment

21/ 21 -



Dat e: 28- SEP-2001
1. GCeneral Information ID: 103-69-5

1.0.1 CECD and Conpany I nfornmation

Type: | ead organisation

Nane: American Chem stry Council (fornmerly Chem cal Manufacturers
Associ ation), Mnocyclic Aromatic Amines and Nitro Aromatics
(MAANA) HPV Panel

Street: 1300 W/ son Boul evard
Town: 22209 Arlington, VA
Country: United States

17- AUG 2001

Type: cooperati ng conpany
Nane: Al bemar | e Corpoiration
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Bayer Corporation
Country: United States

24- SEP- 2001

Type: cooperati ng conpany
Nane: Buf fal o Col or Corporation
Country: United States

24- SEP- 2001

Type: cooperating conpany
Narme: ChenFirst Inc

Country: United States

24- SEP- 2001

1.0.2 Location of Production Site

1.0.3 ldentity of Recipients
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Dat e:
1. GCeneral Information I D

28- SEP- 2001
103-69-5

1.1 General Substance |Information

Subst ance type: organi c
Physi cal status: liquid
21- OCT- 1999

1.1.0 Details on Tenpl ate

1.1.1 Spectra

1.2 Synonyns

Benzenam ne, N-ethyl -
21- OCT- 1999

1.3 Inpurities

1.4 Additives

1.5 Quantity

1.6.1 Labelling

1.6.2 Cassification

1.7 Use Pattern

Type: type

Cat egory: Use in closed system

21- OCT- 1999

Type: i ndustri al

Cat egory: Chemical industry: used in synthesis
21- OCT- 1999

Type: use

Cat egory: I nt er nedi at es

21- OCT- 1999

- 2127 -



CGeneral Information

Dat e:
| D

28- SEP- 2001
103-69-5

LT,

. 8

.9

1 Technol ogy Production/ Use

Cccupational Exposure Limt Val ues

Sour ce of Exposure

.10.1 Recommendat i ons/ Precauti onary Measures

. 10.

11

.12

.13

.14,

.14,

.14,

.15

.16

.17

2 Emergency Measures

Packagi ng

Possi b. of Rendering Subst.

St at ement s Concer ni ng Waste

1 Water Pollution

2 Maj or Accident Hazards

3 Air Pollution

Addi ti onal Renarks

Last Literature Search

Revi ews
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Dat e: 28- SEP-2001
1. GCeneral Information ID: 103-69-5

1.18 Listings e.g. Chemical Inventories

- 4127 -



2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.1 Melting Point

Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

2.2 Boiling Point

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Val ue:
Deconposi tion:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GaP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

-64 degree C

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(1)

-63.5 degree C

ot her:

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(2)

203 degree C at 1013 hPa

no

ot her:

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(2)

204.5 degree C at 1013 hPa

no

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(3)

207 degree C

ot her

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

(1)

- 5127 -



2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.3 Density
Type:
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

2.3.1 Ganul onetry

. 9625 at 20 degree C

ot her:
no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

2.4 Vapour Pressure

Val ue:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:

GP:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001
Val ue:
Met hod:
Test subst ance:
Reliability:
Fl ag:
21- AUG 2001

= .4 hPa at 20 degree C
other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

1 hPa at 38 degree C
ot her (neasured):

no data

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

1.9 at 50 degree C
ot her (neasured)

other TS: N-ethylaniline; purity not stated
(2) wvalid with restrictions

Handbook val ue

Critical study for SIDS endpoi nt

6/ 27 -
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2. Physico-chem cal Data

Dat e: 28- SEP-2001
I D: 103-69-5

2.5 Partition Coefficient

| og Pow.
Met hod:

Year :
GP:

Test subst ance:

Renar k:
Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:

Year :
GaP:

Test subst ance:

Renar k:

Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:
Year :
GaP:

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

| og Pow.
Met hod:
Year :

Test subst ance:

Reliability:

Fl ag:
21- AUG 2001

1.92 at 25 degree C

ot her (neasured): OECD Chem cal s Testing Programe
Ecot oxi col ogy G oup

1979

yes

other TS: N-ethylaniline; purity not stated

Cct anol /Water partition coeffiecient P= 82.30

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(5)

2.26 at 25 degree C
ot her (neasured): shake-flask nethod according to Fujita t,
Iwasa J, Hansch C. 1964. J. Am Chem Soc. 86:5175.

no data

other TS: N-ethylaniline; purity not noted

Met hod of equlibration: Shake-fl ask

Anal yti cal nethod: absorption spectrophotonetry

Agueous phase: octanol -saturated water

Phase anal yzed: aqueous

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptable for assessnent

Critical study for SIDS endpoi nt

(6) (7)

2.16
ot her (neasured)

no
other TS: N-ethylaniline; purity not stated

(2) wvalid with restrictions

Meets generally accepted scientific standards, well docunented
and acceptabl e for assessnent

Critical study for SIDS endpoi nt

(7) (8)

2.114
ot her (cal cul ated): KOMVYN Program (v1.65)

other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

(9)
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Dat e: 28- SEP-2001
2. Physico-chem cal Data ID: 103-69-5

2.6.1 Water Solubility

Val ue: ca. 2700 ng/l at 20 degree C
Qualitative: sol ubl e (1000- 10000 ng/ L)
pH: 1
Met hod: ot her
Test subst ance: other TS: N-ethylaniline; purity not stated
Reliability: (2) wvalid with restrictions
Handbook val ue
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (1)

2.6.2 Surface Tension

2.7 Flash Poi nt

2.8 Auto Flanmmability

2.9 Flanmability

N

.10 Expl osi ve Properties

N

.11 Oxidizing Properties

N

.12 Additional Renarks
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Dat e: 28- SEP-2001
3. Environnmental Fate and Pat hways ID: 103-69-5

3. 1.1 Phot odegradati on

Type: air
| NDI RECT PHOTOLYSI S
Sensitizer: H
Conc. of sens.: 1560000 nol ecul e/ cnB
Rate constant: = .0000000000515114 cnB/(nol ecul e * sec)
Degr adat i on: 50 % after 2.5 hour(s)
Met hod: other (calculated): AOP vl1.89
Year : 1999 GLP: no
Test substance: other TS: nolecular structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (9)

3.1.2 Stability in Water

Type: abiotic
t1/2 pH: 1.1 day
Met hod: other: careful sampling of Rhine river water at Lobith and

24.5 hours later at Gorinchemas carried out by GC- M5 anal ysi s
of concentrates prepared by cl osed-1oop gas-stripping and XAD
adsorption techni ques.

Year : GLP: no
Test substance: other TS: N-ethylaniline; 97.5% purity
Remar k: The half life is much I onger in stagnant waters or

groundwaters due to limted volatilization, aerobic
bi odegradati on and phot ochemi cal deconposition

Test condition: Under field conditions, in running water, the half life of
N-ethylaniline is estimated to be 1.1. days.

21- AUG 2001 (10)

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 121-69-7.

3.1.3 Stability in Soil

3.2 Monitoring Data (Environnent)

Type of
nmeasur enent : other: field study

Medi um surface water

Met hod: On July 16, 1979 a careful sanpling of Rhine river water at
Lobith and 24.5 hours later at Gorinchemas carried out by
GC- M5 anal ysis of concentrates prepared by cl osed-1oop
gas-strippi ng and XAD adsor ption techniques.

Concentration .3 - uo/l

Resul t: Rel evant concentration at Lobith was 0.3 ug/l and estmated
hal f-1ife was 1.1 days.

19- JUN- 2001 (10)
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Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways ID: 103-69-5

3.3.1 Transport between Environnmental Conpartnents

Type: fugacity nodel level 111

Medi a: other: Air Water Soil Sedi nent

Air (Level 1):

Water (Level 1):

Soil (Level 1):

Biota (L.II/111):

Soil (L.1L/111):

Met hod: other: (calculation) EPIWN Level 1l Fugacity Mdel

Year : 1999
Resul t: Medi a Distribution Hal f-Life Em ssi ons Fugacity
(percent) (hr) (kg/ hr) (atm

Air 0. 88 4.98 1000 1. 46e-011
\Wat er 42.2 360 1000 2. 34e-010
Soi | 56. 8 360 1000 2. 03e- 009
Sedi ment 0. 149 1. 44e+003 0 1.7 e-010
Persi stence Tinme: 275 hr
Reacti on Ti ne: 320 hr
Advection Tine: 1. 96e+003 hr
Percent Reacted: 86
Percent Advected: 14

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt

21- AUG 2001 (9)

3.3.2 Distribution

3.4 Mode of Degradation in Actual Use

3.5 Bi odegradation

Type: aer obi c

I nocul um

Degr adat i on: 0 %after 28 day

Met hod: CECD Guide-line 301 D "Ready Biodegradability: C osed Bottle
Test™

Year : 1977 G.P: no data

Test substance: other TS: N-ethylaniline; purity not noted

Reliability: (1) wvalid without restriction
Qui del i ne St udy

Fl ag: Critical study for SIDS endpoi nt

24- SEP- 2001 (11)
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Dat e: 28- SEP-2001

3. Environnmental Fate and Pat hways ID: 103-69-5
Type: aer obi c
I nocul um
Concentrati on: 19.1 ng/l related to DOC (D ssolved O ganic Carbon)
23.7 mg/l related to Test substance
Degr adat i on: 97 % after 14 day
Met hod: | SO 7827 "Evaluation in an aqueous nmediumof the 'ultimte’

aerobi c bi odegradability of organic conmpounds - nethod by
anl aysi s of dissolved organic carbon (DOC )"

Year : G.P: no data
Test substance: other TS: N-ethylaniline; purity not noted
Remar k: BOD = 0.048 g/g
BOD5/ COD = 64. 3%
Reliability: (1) wvalid without restriction
Meets National standards nethod (AFNOR/ DI N)
Fl ag: Critical study for SIDS endpoi nt
24- SEP- 2001 (12)

3.6 BOD5, COD or BOD5/COD Ratio
Met hod: other: Mddified CECD Screening Test, |SO 7827

Resul t: 19.1 ng DOC of N-ethylaniline (23.7 ng) elimnated in 14
days to an extent of 97% (BOD5/ COD = 64. 3%
BOD = 0.048 g/ g
Reliability: (2) wvalid with restrictions
Qui deline study with acceptable restrictions
21- AUG 2001 (13)

3.7 Bi oaccumnul ati on
Speci es:

Exposure period:
Concentrati on:

BCF: 9.19

El i m nati on:

Met hod: ot her: BCF Program (v2.13) no
Year : GaP:

Test subst ance: other TS: nol ecul ar structure

Remar k: Log Kow (estimated) : 2.11

Log Kow (experinental): 2.16
Log Kow used by BCF estimates: 2.16

Equation Used to Make BCF estimate:
Log BCF = 0.77 log Kow - 0.70

Estimated Log BCF = 0.963 (BCF = 9.188)
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001 (9)

3.8 Additional Remarks
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 103-69-5

AQUATI C ORGANI SMS

4.1 Acute/Prolonged Toxicity to Fish

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:

Exposure period:

Unit:
LCO:
Met hod:
Year :
Test subst ance:
19- JUN- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Oryzias latipes (Fish, fresh water)

48 hour ('s)

ng/ | Anal ytical nonitoring: no data
= 33

other: other: according to Japan Industrial Standards
1971 G.P: no data
other TS: N-ethylaniline; purity not noted

Subst ances which were difficult to dissolve in water were
dissolved in 1 nl. of ethanol then diluted with water.
LC50 (24 hr) =71 ng/l

(1) wvalid without restriction

Meets National standards nethod (AFNOR/ DI N)
Critical study for SIDS endpoi nt

ot her: cal cul ation

ot her: Fish

96 hour (s)

ng/ | Anal ytical nmonitoring: no
70. 802

ot her: ECCSAR vO0. 99e

1999 G.P: no
other TS: nol ecul ar structure

(2) wvalid with restrictions

Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

Brachydanio rerio (Fish, fresh water)
96 hour (s)
ng/ | Anal ytical nonitoring: no data
= 50
other: No data
G.P: no data
no data
ot her: cal cul ation
other: Fish
14 day
ng/ | Anal yti cal nonitoring: no
130. 507
ot her: ECGOSAR vO0. 99e
1999 G.P: no
other TS: nol ecul ar structure
(2) wvalid with restrictions

- 12/ 27 -
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 103-69-5
Type:
Speci es: Leuci scus idus (Fish, fresh water)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
LC50: 10
Met hod: other: No data

Year: GLP: yes
Test substance:
24- APR- 2001 (16)
4.2 Acute Toxicity to Aquatic Invertebrates
Type: ot her: cal cul ation
Speci es: Daphnia sp. (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nmonitoring: no
EC50: 76. 444
Met hod: ot her: ECOCSAR vO0. 99e

Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions

Accept ed cal cul ati on net hod

Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (9)
Type:
Speci es: Daphni a magna (Crustacea)
Exposure period: 48 hour(s)
Unit: ng/ | Anal ytical nonitoring: no data
ECO: 6.3
EC50: 18
EC100: 50
Met hod: other: no data

Year: GLP: yes
Test substance: no data
Fl ag: Critical study for SIDS endpoi nt
21- AUG 2001 (16)
Type:
Speci es: ot her: Tetrahynmena pyriforms
Exposure period: 24 hour(s)
Unit: ng/ | Anal ytical nonitoring: yes
EC50: 160
Met hod:

Year: GLP: yes
Test substance: no data

Met hod:

T. pyriforms was pre-cultured at 30 degree C for 24 hr
Concentration for stock solution was 1.8 in 10 Ml 2%

prot ease peptone. Slightly soluble chem cals were dissol ved
i n di nethyl sul foxide (DVBO). Stock solutions were
inoculated with 0.2 mM of T. pyriforms and cultivated at 30
degree C for 24 hr without agitation. Cells were then
counted by Coulter Counter and m croscope (correlation
coefficient was 0.998, n=32)
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4. Ecotoxicity

Dat e:

28- SEP- 2001
I D: 103-69-5

Reliability:

Fl ag:
28- SEP- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:
Year :
Test subst ance:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
EC50:
Met hod:

Year :
Test subst ance:
Reliability:
24- APR- 2001

Type:
Speci es:

Exposure period:

Unit:
LC50 :
Met hod:
Year :
Test subst ance:
Resul t:
09- AUG- 2000

(2) wvalid with restrictions
Meets generally accepted scientific standards,
and acceptable for assessnent

Critical study for SIDS endpoi nt
ot her: Chaet oganmar us nari nus
90 hour (s)
ng/ | Anal yti cal nonitoring:
44
other: no data
GLP:
no data
ot her: cal cul ation
Mysi dopsi s bahia (Crustacea)
96 hour (s)
ng/ | Anal yti cal nonitoring:
18. 877
ot her: ECCSAR vO0. 99e
1999 GLP:
other TS: nol ecul ar structure

valid with restrictions

(2)

other: cal cul ati on

Daphnia sp. (Crustacea)

16 day

ng/ | Anal yti cal nonitoring:
4. 114

ot her: ECOSAR vO0. 99e

1999 GP:
other TS: nol ecul ar structure

valid with restrictions

(2)

ot her: Tubitex species
48 hour (s)
ng/ | Anal yti cal nonitoring:
160
other: no data
GLP:
no data
LC50 (24 hr) = 470 no/l

- 14/ 27 -

wel | document ed
(18)
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4. Ecotoxicity

Dat e: 28- SEP-2001
I D: 103-69-5

4.3 Toxicity to Aquatic Plants e.g. Al gae

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC50:
ChvV :
Met hod:
Year :
Test subst ance:
Reliability:

Fl ag:
21- AUG 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
EC10:
EC50:
Met hod:
Year :
Test subst ance:
Fl ag:
21- AUG 2001

Speci es:
Endpoi nt :

Exposure period:

Unit:
Met hod:
Year :
Test subst ance:
Met hod:

Resul t:

ot her al gae:
gromh rate
96 hour (s)
ng/ |
48. 094
5.125
ot her:
1999
other TS: nol ecul ar structure
(2) wvalid with restrictions
Accept ed cal cul ati on net hod
Critical study for SIDS endpoi nt

green al gae

Anal ytical nonitoring: no

ECOSAR vO0. 99e
G.P: no

(9)

Scenedesnus subspicatus (Al gae)
96 hour (s)

ng/ |
17

98

ot her:

Anal ytical nonitoring: no data

no data

G.P: no data
no data
Critical study for SIDS endpoi nt

(20) (16)

Agrenel | um quadr upl i catum (Al gae)

other: algal |lawn assay (growth inhibition
7 day
Anal yti cal nonitoring: no
GLP:
other TS: N-ethylaniline; purity not noted

Algal lawns were initially seeded with 1.0 x 10e+5 cells/m in
1% agari zed (Difco 0140) medium The test chemi cal was
absorbed onto antibiotic sensitivity disks (12.7 nm
Schl ei cher and Schuell, No. 740-E) which were placed directly
onto the agar surface. The petri dish cultures were seal ed
with Scotch Tape and incubated in light froma tungsten |anp
for 3-7 days at 28-30 degree C. Zone of inhibition was
measured fromthe edge of the disk in mm The radius of
grow h inhibition around the disk was judged visually and
m croscopi cal | y.
Concentration (ug/disk)
0
1
10
100
500
1000 1

zone of inhibition (nm

ONOOOO

O indicates no inhibition,36 indicates conplete inhibition
No inhibittion was noted with ethanol controls.
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Dat e: 28- SEP-2001

4. Ecotoxicity ID: 103-69-5
LC50 >1000 ug/ di sk
Reliability: (3) invalid
Not a Cuidel i ne nethod
21- AUG 2001
4.4 Toxicity to Mcroorgani sns e.g. Bacteria
4.5 Chronic Toxicity to Aquatic Organi snms
4.5.1 Chronic Toxicity to Fish
Speci es: ot her
Endpoi nt : ot her
Exposure period: 30 day
Unit: ng/ | Anal ytical nonitoring: no
chv 9.284
Met hod: ot her: ECCSAR vO0. 99e
Year : 1999 GLP: no
Test substance: other TS: nol ecul ar structure
Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod
21- AUG 2001

4.5.2 Chroni ¢ Toxi

city to Aquatic Invertebrates

- 16/ 27 -
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Dat e: 28- SEP-2001
4. Ecotoxicity ID: 103-69-5

TERRESTRI AL ORGANI SM5

4.6.1 Toxicity to Soil Dwelling O ganisnms

Type: ot her: cal cul ation

Speci es: Ei senia fetida (Wrm (Annelida), soil dwelling)

Endpoi nt : ot her

Exposure period: 14 day

Unit: ot her: ppm

LC50: 689. 546

Met hod: ot her: ECCSAR vO0. 99e

Year : 1999 GLP: no

Test substance: other TS: nol ecul ar structure

Remar k: Chemical may not be sol ubl e enough to neasure this predicted
effect.

Reliability: (2) wvalid with restrictions
Accept ed cal cul ati on net hod

21- AUG 2001 (9)

4.6.2 Toxicity to Terrestrial Plants

4.6.3 Toxicity to other Non-Mamm Terrestrial Species

4.7 Biological Effects Mnitoring

4.8 Biotransformati on and Ki netics

4.9 Additional Renarks
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.1 Acute Toxicity

5.1.1 Acute Oal

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:

Year :

Test subst ance:

Renar k:
Resul t:
Reliability:

Fl ag:
21- AUG 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Resul t:

Reliability:

Fl ag:
21- AUG 2001

Toxicity

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

10

other: corn oi

= 478 ng/ kg bw

other: USEPA TSCA Health Effects Testing Cuidelines, 40 CFR
798.1175, "Acute Oral Toxicity"

1992 GLP: yes
other TS: N-Ethylaniline, purity 99.19%
Test material analysis not done under G.P
95% Cl = 308-741 ng/ kg bw

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(22)

LD50

r at

Spr ague- Dawl ey
mal e/ f emal e

10
ot her: undil uted
332.2 - 401.6 ng/ kg bw

other: CECD Acute Oral Toxicity Protocol - nodified
GLP: yes
other TS: Cormercial purity: 97.5%

Undiluted N-ethylaniline was adm nistered in a single dose
at 275.0 ng/ kg, 307.0 ng/kg, 342.0 ng/kg, 381.0 ng/kg, and
425.0 ng/ kg to groups of five female and five nale
Sprague-Dawl ey rats. Aninmals were fasted overnight. \Were
possi bl e, the volune of dosing solution did not exceed 5
m. per animal. Pale skin was noted at the 275.0 and 342.0

ng/ kg doses. Ataxia, pale skin, and deaths were noted at
the 307.0 and 381.0 doses. Ataxia and death were noted at
425.0 ng/ kg. Lungs which were dark in color were observed

at necropsy.
LD50 cal cul ated according to Finney DJ. "Statistical Methods

in Biological Assay. 2nd ed. London:Giffin Press. 1971
Mal e Feral e Conbi ned
LD50( mg/ kg) 323.2 402. 1 362.7

95% Cl (268. 8-360. 3) (362. 3-636. 4)
(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(332.2-401. 6)

(23)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

24- APR- 2001

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

10- AUG 2000

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

24- APR- 2001

LD50

r at

no data
no data

no data
290 ny/ kg bw

G.P: no data
other TS: nonoethyl aniline; purity not noted
VWhen given at one-half its LD50, nonoethylaniline caused
nor mochrom ¢ anem a and i ncreased by 50-60%the bl ood
nmet henogl obin content in rats. After chronic admnistration
at 5% the LD50, a decrease in henogl obin and erythrocytes, and
an increase in nethenogl obin and | eukocytes was observed.
(24)

LD50
rat

300 ny/ kg bw
other: no data
G.P: no data
no data
(25)

LD50
nouse
no data
no data

no data
500 ny/ kg bw
other: no data
G.P: no data
other TS: nonoethyl aniline; purity not noted
(24)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :
Test subst ance:
Renar k:

Resul t:

10- AUG 2000

LD50
cat

25 - 200 ny/ kg bw
other: no data

G.P: no data
no data
Report outlines environnenta
literature and industry.
No deaths ocurred at 25 ng/kg bw. Al
ng/ kg bw.

heal th data from publi shed

animal s dies at 200

(16)

5.1.2 Acute Inhalation Toxicity

Type:
Speci es:
Strain:
Sex:
Nunber of

Ani mal s:
Vehi cl e:
Exposure time:
Val ue:
Met hod:

Year :
Test subst ance:
Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

LC50
rat

mal e/ f enmal e

4 hour ()

1.13 - 1.48 ny/l

other: CECD Acute Inhalation Toxicity Protocol - Mdified
GLP: yes

G oups of 5 nmale and 5 femal e Sprague Dawl ey rats (70 tota
ani mal s) were exposed to chanber concentrations of
N-ethylaniline at 0.01, 0.026, 0.30, 1.13, 1.48, 1.38, and
1.42 ng/L. The average particle size (mass nedian dianeter)
ranged form 3.8 to 5.8 um (standard deviation of 2.5 to
6.0). Daily observations indicated that body wei ght |oss,
nasal di scharge, decreased activity, and possible slight
respiratory difficulty occurred subsequent to exposure. No
lesions definitely attributable to N-ethylaniline exposure
were noted during post nortem exam nation. The LC50 (based
on actual chanber concentration) was found to be greater
than 1.13 and |l ess than 1.48 ng/L.

Commercial purity: 97.5%

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

(26)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.1.3 Acute Dernal

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:

Year :

Test subst ance:

Renar k:
Reliability:

Fl ag:
21- AUG 2001

Type:

Speci es:

Strain:

Sex:

Nunber of
Ani mal s:

Vehi cl e:

Val ue:

Met hod:
Year :

Test subst ance:

Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

Toxicity

LD50

rabbit

New Zeal and white
mal e/ f enmal e

5
ot her: undiluted
> 2000 ny/ kg bw
other: USEPA TSCA Health Effects Testing Cuidelines, 40CFR
798. 1100, "Acute Dermal Toxicity"
1992 GLP: yes
other TS: N-ethylaniline, purity 99.19%
5 ani mal s/ sex/ dose group
Test material analysis not done under G.P
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt
(27)

LD50
rat

mal e

= 1915.1 ny/ kg bw
other: COECD Protocol - Mdified
GLP: yes

Six male and 6 fenale rats were assigned to each of the five
dosage groups (1200, 1483, 1833, 2265, and 2800 ng/kg). The
clipped test area constituted no |l ess than 10% of the entire
body surface and was abraded in 3 males and 3 fenal es per
group prior to application. dinical observations included
bl ack urine, | oss of appetite, decreased activity and deat h.
Commercial purity: 97.5%
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt

(28)
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

Type:
Speci es:
Strain:
Sex:
Nunber of
Ani mal s:
Vehi cl e:
Val ue:
Met hod:
Year :

Test subst ance:

Renar k:

Test subst ance:

Reliability:
Fl ag:
21- AUG 2001

LD50
rat

femal e

= 1347 ny/ kg bw
other: COECD Protocol - Mdified
GLP: yes

Six male and 6 fenale rats were assigned to each of the five
dosage groups (1200, 1483, 1833, 2265, and 2800 ng/kg). The
clipped test area constituted no |l ess than 10% of the entire
body surface and was abraded in 3 males and 3 fenal es per
group prior to application. dinical observations included
bl ack urine, | oss of appetite, decreased activity and deat h.
Commercial purity: 97.5%
(1) wvalid without restriction
GLP gui del i ne study
Critical study for SIDS endpoi nt

(28)

5.1.4 Acute Toxicity, other Routes

5.2 Corrosiveness and Irritation

5.2.1 Skin Irritation

5.2.2 Eye Irritation

5.3 Sensitization

5.4 Repeated Dose Toxicity

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7;
91- 66-7.
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5. Toxicity

Dat e: 28- SEP-2001
I D: 103-69-5

5.5 Genetic Toxicity "in Vitro'

Type:

Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :
Test subst ance:
Renar k:
Reliability:
Fl ag:
21- AUG 2001
Type:
Syst em of
testing:

Concentration:

Cyt ot oxi ¢ Conc. :

Met abol i c
activation:
Resul t:
Met hod:
Year :

Test subst ance:

Renar k:

Reliability:

Fl ag:
21- AUG 2001

Bacterial reverse nutation assay

S. typhimurium strains TA97, TA98, TA100, and TA1535
0, 10.0, 33.0, 100.0, 333.0, 1000.0, and 1666.0 ug/plate

with and wi t hout

negative

CECD Guide-line 471 "GCenetic Toxicol ogy: Sal nonella

t hyphi nuri um Reverse Miutati on Assay"

1983 GLP: yes

other TS: N Ethylaniline (103-69-5), purity: 97% by | abel
Procedure: Preincubation protocol used.

Max. 0.05 ml DMSO sol vent used/pl ate.

Pl ates/test: 1.

Activation system 10 and 30% S-9 fraction of Arochlor
1254-i nduced mal e Sprague-Dawl ey rat and Syrian hamnster
livers.

Medi a: Histidi ne dependent (Vogel -Bonner).

Assay was done at SRl International.

(1) wvalid without restriction

GLP gui del i ne study

Critical study for SIDS endpoi nt

Bacterial reverse nutation assay
Species/ Strain: S. typhinurium TA98, TA100, TA1535, TA1537

No Dat a

wi th and wi t hout

negative

other: simlar to CECD CGuide-line 471
GLP: yes

no data

Procedure: Pre-incubation.

Pl ates/test: No data.
Activation system
nmet hyl chol ant hrene i nduced rats.
Medi a:  histidi ne dependent.

No. of replicates: No data.

(1) wvalid without restriction
Conpar abl e to Cuideline study
Critical study for SIDS endpoi nt

5.6 Genetic Toxicity "in Vivo'
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Dat e: 28- SEP-2001
5. Toxicity I D: 103-69-5

5.7 Carcinogenicity

5.8 Toxicity to Reproduction

See 1 UCLID data sets on CAS# 62-53-3; 95-53-4; 106-49-0; 108-44-1; 121-69-7.

5.9 Devel oprmental Toxicity/ Teratogenicity

See 1 UCLI D data sets on CAS# 62-53-3; 95-53-4; 121-69-7; 91-66-7.

5.10 G her Rel evant Information

5.11 Experience with Human Exposure
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7. Risk Assessnent

Dat e: 28- SEP-2001
I D: 103-69-5

7.1 End Point Summary

7.2 Hazard Summary

7.3 Ri sk Assessnent
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